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Q1] HoAe BB SHe 5 AT ofe] Bolole Zrk o Uophit A% A
o A, BEA] G A7) Sk olejet BAle] STEL ofn] URolt njZoA
L g4as]y] AR P13 Common Rulee] A4, & FABAHo] BT
ol ole} AAS - APS O SH- oJob Aol B ATAY, WA KA
Heto] Bt LAY, R4 AR 5 YAATO) Be A4, 4 5ol AW gk =
22 AGT AT ATe] BA A4, A 2ol A SH AR R R AP T
QelX3, dspeiTo] B £, YA B YA, b I EE A8 Y4}
7o) U3 }F 5 o] 1 afolck. olo] thet Mk AT HFL Aol H Fadh
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(informed consent)®h= TFE WA A7H= 1L 911‘:}.124)

QAFHE AolMEe 71549 AE D /IIPEE 4 - ARske Al 1A
FAE2R AEHo] AR AR g2 HE 134’5110]: gtk &, AR
el BatEo] A= ME Y FEE 2710 AR $2 A ZRAEo|A]
ARFo] o]8d 4= Stk WA ZHoA olE AT L
4 FEE ARES|R oju] ZAH Aot T 4 = AJA, ofvH A+E
9Jet UurA Ao FOIT & Q= AUA] o] A7|He}. o] f, FA9] oF o
BH5E Z8F 59 (broad consen)®] FA FAYSH=|, ZBH F9= GO 52
oF v e uf, YEHE S| Qlo] o] SEE ERIrh125) wheha] ELE Fo7t o
2 A3 oRE =% "art ok 183 fES QIS SHo] gk, ZEA

5ol 32S BES] Y olg FALTHE nefsloiol & Holth.129

ok

o} GAEAA e ol 82
Ve a|E e sjelalto] Solgt ofz) Hurt Yaslol | theo] YA

124) Almjol/dhile, JIAGHE AdA: vlo] A A|w=d} Ipofl A yehd AlgAte] HZEr]
EA, A ™AT AoB A3, 2016, 47H o]k 5%, vlo]ula 7159 T HLH
Fo)9} 954 Zo] AEaE A17d A1Z, 2016, 919 0|3} o|AE Hio]@Hlg HLojA]
2 5o, g A13d A1E, 2012, 179 o5} oS/x-25], Hlo| 9] vzt
+3E gt FES] 194, e Ai2d AlE, 2011, 359 ofsk o]Fd, e ¢
QFdol ek HE ARNERHI Ho]| QI E o83t AFolAe] FA HIHRE 24
ek} ¥ A|3E, 2010, 1449 olsk A-d/A4D, A FHE 5 GRS {7, ¥}
AT A137 A4Z, 2013, 19029 ook BAZ/5FA, vl WA W S gl H7]
& QA FHEAEY] A2 et A B, o=Hsk Al18H Al1S, 2017, 2009H ©Js}.

125) @50t dAqtth/do] on] EAE0] Abdo] o]fojA= P99 Fo¢t I, 2TH 59
A= 59 ol FEFA A o]-&EFHolu o] &FA o Wk FAHR] ARE AFT 5
Aot 3 FEFA7L EX FHHo] AU £ 7|7to] LilstH R4l9] AR ok
719 Aolgk=z F4lE 71 £ Sl A99] 59 g, Z8H o= AR} Ft
A ol8d 4 Utk 7%1‘3}7k do= AE A7 7ol AEIF ASEH L, AAFHE2S 7
HEQZ7L 15=H, FEFAA 7HQlo] A4 HEARR| disto] AR 2ARE 4= §iA
g Aol}. o]of delA= Jochen Taupitz/Jukka Weigel, The Necessity of Broad Consent
and Complementary Regulations for the Protection of Personal Data in Biobanks: What Can We
Learn from the German Case?, Public Health Genomics Vol. 15 No. 5, 2012, 2639 ©]3}.

126) °J1] =] Common Rule> 20179 77804 2E8A 599 dS =Y+, ©] 7730l
20199 199f Ta3drh 5Y-2 o]of et M9l grolut 7782 o] FoJX|A] AUAIT, =
A5 AU 2 Folo] £AS HES] Y3t #AY 71Eo2A st AAMNES 1
At 8F Qlth oo a4+ Deutscher Ethikrat, Humanbiobanken fiir die Forschung.
Stellungnahme, 2010 &=, olof] tist © AASE A2 A5HoA] F&3ict.
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oA oAHER o]-go] 7hs3ltt. ofu] 7oAt AA|RA A= ARRE A
IOl o] F ol&F 5 AEF oS FaL Ak SR Al FEE22
AT o] BAog ARE SHsky BB HojA] o|2jgt Bxw o] o2
S olFoE 5 USA= Aol FHT AxiARAe] Hllofoly Agzol] HiRt
A=A 242 Al Lt o] S HAl ALE 89iTh127) HRllofo]
H Az AFHEA] SVt glohd, FFERE d2 2z bdllojo] Alzg AH
SHes Shal Qlok SN, ARARAE of o] XHHT‘H”XMW LRI

A A0 e AE 4 S 718ke Ao R RASIT YA o, ¥
A
T

I

L

o]

_{
T

QA wso] o) BEY 4 U 71518 FAUY AHFBSIS PHA S H7Y
% QES sl TAEAE vhasty A Sk AFhuRe] AmE AL ot

1 QR HEFA WA o] AA 2R HEEA "okal Ho

o714 o Yot A4t A= 549 JARHELTS FAPEA0IA ol 8stes
St Zlo] BEetA] o Rk oAl FEEFoJoF & Aotk FuE, 5U-a79|d3]
(Deutscher Ethikrat= QUAIFHESH0 s A7+ F2JFE A= A9 44
Heolu tE 71 SAAES ARS & e dE7t FolEojof dtta B
At ol9t F2 FAofA AR EF HIERAI T A-EE= ST HH
Ule FAEoJoF 5har, Yo Ao A 5T HHO| B, FAFERNA 1
ARgol BAEEE Ste 78S dHsiof gtk 9AS HYstoith128

5. &%

REELERIEEREEE
ABE g 5 Aok HolM $HHOT ol WEE FatE

oPUT} S, QRSAE ol 8L AAHRY} AT As, A A, A

J

9% 5 S BUATAS, AT A B AEA, DIAEL

127) QA 2018.8.30. 2016¥PF344 - 2017A7630(HE).
128) Deutscher Ethikrat, Humanbiobanken fiir die Forschung. Stellungnahme, 2010, 30 ©]5}.
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FolA HE| 08 9 F8 5o AlE Ao, v HEpdtonx IS
S8 o] MAFHE o1& AFolAE BT, & Basthy ofd Yo
2 A So] By ooF SteAE =T Ba7t Sl o2’ =919 A=
A 2 dolAe 92 A x%l?%lﬂ AFHES JAFHE2FS A LA
TSI A=AE B, FF AAFANE o83 Aol FAAA7} of it
YFo g Loprtok st=AE BA =ofskitt

A, 92 B AAFIE dish Fota Q= vt gloy, HE 58 -
A&, 71014, AEAH, Eey, @, AASEY - & Fto]
AAFAHER ZAHD 5= A= diol diste] #2831k, oI5 fAuelals 3¢
FAHAAES Fste] gt 9 4 2 AF o, AR 55 BHoE A4
e dAlFAES] SFEE Al 7}11 Tﬁﬁﬂﬂ - DHUH:W HEFEEA, 7154
SALE - o w} 247 e FAAAES TRt 39 FEE FAAA
U 2 AEE B, dHEAT AARHES SRl ot S FaL
& 5 Aok L AAREES] ol ZAE TR o] =3t Aol= T3] el
Q1 Aog Bty AFEA 9] APol= AAE WEaL A7o|A HA 9] Ffol=
AAE ol Aol ehgottt. shAE, ARHoR B4 . FRERE FA49] 2to]7}
FelAo)A] 2 FrEol EAR ol diside oW 9 e 8%t

2o g, Aadiolis AARHES HER AAFHELDB S st o]
£ &3kl ik ol9jof AhEH T} AR 2 Hol A AhE 2R} 22 230] Tigt
TS L Sl At Ohﬂzﬂ‘ﬁ He dAFHES TFeshke FEEA
d, mioiEA], ARFEEA, FYgE] 5SS dsiME we T ]l
ANE2HE o] A A S0l A F&3ch o] AARHE
TEEAY, 2% ¥ HHEE ARH R FEEAY duEA &2 FAAA
o] ek A olo] disiAe AW H HES 83t

oo 2 QAlGEE 9 AARHESYY ool JotA FAAIAE A7
2 o2 Z2 =9FE0A I A9 Rk Fotof itk AA), ohE Fsly
TR R, JAREEE IS SAE A AT R AEHY] ofEe 2
Bt dizol] A8 A 8, 2Ea Al Seke W,
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QXMFHZ0 CHEE |t HAPGHME H3Yet

Fue] AL BAlo] AGolof k1, o] YA T WS BA SolA
guio] AL} 7152 Zolok Stk B4, AARAE ol8olAl RomrhE 7|57
o Fot g Fas FYoE HAH Uk ST, 7154 Fok 71EY
Aol 7128 Foloh k2 WgolH AL Qick w2 Folo| BA 590,
gromt WA Folo] 7Y 91y off, 193 XY FAZ AT W) 1 AL
83T % 9l et 5ol tig 107} olRol Ao & Hole. BE, 1 o]
BolAE )9 Bolg shasol she FHES 2 4 Uk old MEEL
o] T4 A7} rekslol QAL Stk StelekE Sk Al ARkl retEof 9]
L oleiat o] Bul7} Slaslolol & olck. A, AAGATLBL
8olgt of8} Brsk WAslo] 97 uhio] WAFERIOA efeln ojgo]
7Rslet. ofu] A7lo| At QAZAMOIAE Sateh AEke] TAoA ol o] 83
& S oA £ e AL, AT AR BH0) ARgATene JAt
AAo|A ol§FIES SHe Ao| HTA BEAoR Aok Tt
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HWEHXY HE

A d=

1. 2xIRe=2 EE

o

7t QA E2R Y 3%

7Y AT B BYOIA FFY BT U 2L Tt A9l AAGHES

TR FEto] ARSSHL 9171s= SHAIRE o] FoA= UK Biobank=
2 AT e 159 AARHE2Ho|th 129

G Biobanke o, A A% HEF § tholAl AR 4] AF 849
2o o, X d A5E QAo 93t BHoR LEE 130 A Mol
Gy, A, TS, A A, 25 U A|vix ZFHECH 13D = Biobank
IZZAELE 2006-201099] 71710l 40-6941 Atol9] At} 0%t S Aol A =AY
k132 AN A4S0 EA, 4 2 B HE, T12ja A419] Aol BH

[ulm

129) Sudlow, Cathie , John Gallacher, Naomi Allen, Valerie Beral, Paul Burton, John Danesh,
Paul Downey et al., UK biobank: an open access resource for identifying the causes of
a wide range of complex diseases of middle and old age, PLoS medicine Vol. 12, No.
3, 2015, 11 ©|3}: €1001779; Kaye, Jane, Jessica Bell, Linda Briceno, and Colin Mitchell.
“Biobank Report: United Kingdom.” The Journal of Law, Medicine & Ethics Vol 44, No.
1, 2016, 969 ©ls}.

130) -

131) 5.

132) &
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A ABE AT olfet ARt AAGAE FRe} P Kol Zo] Fot
Atk 133)

Y= Fi= o] AFHESHol TRt A= E Fofie Ao vhs
oZl whF o] 29| Ade B8] doke AR AS2ez Asto]
AsRItHs Yot 39 = HR= A Horasol o] dAlFE2de JEE
ZFHOR E4 WY Yoslt ol9F HHT NUS ALY A sty
otk Wb o] AR RBLA] =) o] AHFHBTLBS FAOE o]

A3 9leka S o] opchis9

Y=ole PAFE2Y] Bt B2 MEo] I, A=l Hdd Hfet

=

-0,
2t
o
d
flo
o
2
AR}
ofo
i)
K
39,
o

=2 YAFAE2Fo] 4T0] TS sheole EFstaL ol FAIsH ] A%t
HE0] Heto] iRAE|R] QRL- Aol Higt vlwe] Stk &, dAlEAlE AR E-23l
et HAIZF LukA ol A2, FR(regulations), XA A(directives), EEH9] YRE,
7hol=akRl, |8/ A], AA(declaration) 214X (opinions), WK recommendations),
A8 A(statements), 3 &(policies), A 22 resolutions), A& (guidance notes), At&
H(fact sheets), HilM(reports) SOl A= ] At

F=olA QAFHE2BT o= Fe Bl s MES AR ol

<t

H

it

133) 5.

134) 5.

135) 1 Qo] F= 20159 EUQ| Biobanking and Biomolecular Research Infrastracture(BBMRI
ERIC)O]| 3Fste] o]& AME-2 §A| vize] Yo = 4k} gir}. o] ZRAEF Foto] g
= U9 BE AAFHE2H S 5 Sregister)otoloF & A0 R Y=L it} o] 232 A
ofgl= AlZ, A71A1Y Al E 43 AESH AIARY 7)s 9§43 #RE JRE 3
git}. viole W3 E= QIAIGEHE A AEe #ig 7hse FEAC: vBE, A8 BE
9 Izt &), o529 EA| 7Hsdt & (o A, EtAv|E, Hlo|#|A, cDNA), oF4] HjF
7Fsdt 971A, AE 9 2 B g opet A 9 72 JEE Zilol= HlojEHo]AE
Rl (e

136) EU AFA9A] Convention on Human Rights and Biomedicine(1997)°] 124 %=to] o]o]
WEe o gloms B uAe] a7 sl Holde,



o ARHE2HoN 82 AR e HELS Sa50H, 137 A RFHE2B
< & B = obF it} webA UK BiobankE ZEFRH QAR &2l w3t
THARIA /o] AAIskE HIE2 v AL, F2 AHE2FS0IA A
24 715 AL o€ AAW R AdRelr 139

QAREE] =l sigskeAl, 1871 el A=l ol &8l
o] 284 AAA7E A=A o= F=re] TEHOIA A0 tRoj2 FA]
o F=o =9 QAFH= AR AR Aok dolsls A9E ol
ArE o ot A QAR SR AR B AU ARIRRE EElE
QA= =3o] ofete Zlo] ANrA ]l AFo]th.139) 7y, Abget Ake] F,
AIE, H= A9 DRl =TptE R o] tieh =d2 IFHA] =ral Kok
C}.140 SRR Gt el of2fet ARE o] 210l 7= d|(work or skill
exception)g PRI 14) o] dfjejo] w2, A1 Hq FeiolA A s
o4 7lee FARe AlfrEzol Tt ARl GRVE obd, SR £4S 7
= =do] & A% ol °1Xﬂvr?ﬂ%°ﬂ et Edo] I 7Hg, B4
Floto] AR Hagt A7t ARt 73 1 Al wigt Aol QIFEEATE A
7k = ARdOA = M2 Ei*@@‘ﬂ%g ol-gato] Mg Bl 4 S8
=2& 7T Aol Hl?‘ﬂ =AY B2 FesThe tE S8 7R

1 Kol APgst 2} 2 1 v AP EES VAT A5 T 142)

137) Kay, 5 1, 974 ©]3}. &<&35h= Human Tissue Act®} Human Fertilisation and Embryology
Act Fx

138) A5

139) Jesse Wall, John Lidwell-Durnin, Control, Over My Dead Body: Why Consent is Significant
(and Why Property is Suspicious), Otago Law Review Vol. 12, 2009, 759-760%.

140) A5

141) =

142) Yearworth v North Bristol NHS Trust [2009] EWCA Civ 37, Bazley v. Wesley Monash IVF
Pty Ltd [2010] QSC 118; Re Edwards [2011] NSWSC 478.
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QA AZ] FolAph Aol
A7k 2982 /AR herkal B3, A40) MaSo] Eoolt 4¥ BES B0
BRElo] 2] AL D 5 9 et v Qlrki) S ofeiet BaSe
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%% DNA FH Sulo] AR B i sgEct= g%o]q,ms)

. QJIAFEHES] &g A3t FAHA &
1) g+ 589 QNRAUE &E
B9 AAGHES] &-8of 5} Human Tissue Act®} Human Fertilisation

143) R v Rothery [1976] RTR 550 (CA) 552-553(2H): R Welsh [1974] RTR 478 (CA) 479(&H)),
R v Herbert [1961] JPRGR 12, 13(&H).

144) Rohan Hardcastle, Law and the human body: property rights, ownership and control,
2007, 14 oJ3}.

145) A% R v Bentham [2005] UKHL 18.

146) Hardcastle, 5 16, 15-17, 194.

147) Anne Cambon-Thomsen, Emmanuelle Rial-Sebbag, Bartha Maria Knoppers, Trends in
ethical and legal frameworks for the use of human biobanks, European Respiratory
Journal Vol. 30 No. 2, 2007, 375'.

148) Mark Taylor, Genetic data and the law: a critical perspective on privacy protection, 2012,

176-179'.
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g

and Embryology Act= AHZ 02 QIAFHES] &-8of T3t AvtaQl 4
G 5 d8o T e AduxE chest 2k

filo
<t

(1) Human Tissue Act

F=olA A=) =8 H Zgof diste] Hlala 2ajolal AAISHA Astal
A= 22 Human Tissue Act]th.149) 2 W2 1988A] WY Alder Hey Hospital
AZWER QIsto] BHAYEE HRld], T4 Alder Hey Hospital& St B 52t0] 52917}
glo] At oks 59 A=Y 2 AZ Sre Btk ARSStal A 150
G-t AZIZ o] ARAo] tiFolA LHAA HAL 57 flo] F7IE HIET A
FES ol B ARk Ao it 2ol dHA ofE TAlske Mol AlE
Zoet. 15D o] W2 (AA9] Nxz FHEAY 2ol o) A= T 2,
&, BANEE AQstal 2 HEHH.152

oj2iet o] B HiFoIAE & & %ol o] ¥ V1A os JARHES] +4
S gl lofA BARRRS] FT 7t lofok Rithe 2ol 7|x_tth 159 wEbA QI
A7E FolA oEdt RS ARM 2E 5T 5 leH, I Fo7t ojH’t
QulE 7HEAE FAIF 2R Aotal Qleh154) El o] M AlFEES ARSI
Hote] o7k Wadt Feet AHREE 22 FllEe ARSI flst] st
et 3¢ -‘rLXiW_E Skl Qlet159) ot o] WM IAlGEEC] FAPER oA
AREEE Aol Rt A2 s gttt

o] H2 &2l Wil tisto] A28} A3E|A FAH e Aokl Qlrt.150

149) YG=Lo|A] HHof Talo] YUt o 2 7|=35k= AL Data Protection Act®]t}. 1&d] DPAY]
AES W= A2 oJH7iAY HH (data)o]7] wEel AAlREES] HS HHo FHE A
Hﬂ % Ohﬂv‘?ﬂg—J P2 B2d 79 DPAY] H-go] ot} wiebA £ HI1A9] He
o= ZFA7|A =Tt

150) Jonathan Zimmern, Consent and Autonomy in the Human Tissue Act 2004, King's Law
Journal Vol. 18 No. 2, 2007, 313-328%; David Price, The Human Tissue Act 2004, MRL
Vol. 68 No. 5, 2005, 798-799%.

151) Zimmern, 5+ 22, 313-328%.

152) Price, 5 22, 808'.

153) Price, 3 22, 805-807%

154) .

155) Price, 5 22, 808H.

156) .
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5= BAIA F(explicit consent)©]OfoF S, AR} 22 (AR} 739 Ko A
A3 A7E & S Q1) AFEA R QAFHES o8-Sk A o] W 7YY
S5 D= gAlo] A7l AFe] st 2 4 USS AABLAL Aol A1) 715t
HAH AFE ste BF SE0] ¥4 (anonymised) AUAFEHECIZHA 71219
A5 9A & AEA AT & AT RIS

o] ¥ AsHojlA= o] HollA A3t 57t glo] AAFAHEE, AN FefstaL

] MEZZ FHEAYG At A2 @ﬂ% EAS BASH: A% o] HoA
Flohar AJgieh159) ot 5971 ATk
Soll= FAAEY] ol HA] =
BRI, WAy a o] tgt 7=

(2) Human Fertilisation and Embryology Act 1990161

HFEAQ] Code of Practice= AJAAEZE A+ EA 07 Fosl= AL 585t
UL, o] HZ o]FHA| FojH YA S EEsto] ol AFE ot A AT

o2 gyt wolth of Wo maw ot A okt 48 & 142 Yol
5}-8Hc} Hjo} Aol FEE = Hioks EAAERTT Ale)olA dAY ol
FAREO] 28 UatA] gk wlolEolth. ok PAEo] HAH R A7
AREEE A 51839 Bl AMgE 4= Slet olnfj2] 5= A F2oojof gtk
o] e olAg 7120l FAJH Fo] vjolS TEN= AR ohfet A7 BHoR
Hlolg P4 & Ik HAh Eo] BT Yol ATE dstel 9T 4L
7AE okt Bag 4 JEd 1 v S8 4248 AR doks g4t
Aol A& 4= AHSchedule 2 para 3)(1)(a). THRF AFAF AL A FA]
FHoR Wjols wHEe] AgT & 9 e oI o7h AUS(Licence
Committee)”} @70l “B R8It Q1 51= e oA 18T 4= ok &= HojlA
157) &5
158) A5
159) Price, 5 22, 809.

160) A5
161) Emily Jackson, Medical Law, 4th ed., 2016, 675- 687'.
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okl Q= AT A e Atk (@) S Aolu St oJekA AE A
gt 22E S7HAI7IE A b SHiRE Aoy St ok Aefol] Hieh X|=A|

MEste A, (0 @°f AFsHA] e A2 Aoy AXA ofshs] 4wl Higt
AAE S7HAZ171 fet A, (D) 29A=S] AS 9t A, (o) FAte] dllo] H’t
AAZ 77171 A A, (0 Bt 23]l wdH o] Ade At A, (9 o4
ool FAl, GAA, mEZE=Eore] HolE AR & e WS LS| A
A, (h) Biore] ’REFgel diek X4= S7HA717] ftt AL & 2 QMRS
Fet FA9 7ol ol8ste AL 3185k AHAR] A=l ARSI A2 A4

ZPEL QNISHE W] FAAEL S Ak ek 5,
A1z 7 2502 NI A9 WA Sk ot olmt o] B

LAg Yoy GAAES Folol ¥e 25U KU AL 9

2) SAERIE QIS QINQEe &8
FAEA A ARSE BHo 7 FE=H AA|RHE2H] B9 7Y BHFeR
A71Ee =82 738 (conviction)S BA] 2 A=9] AAFHES =45t

Zolet. AT BoA A=l Barjle] A Ee] e A
S5l AsiME EHor T dAlFH=Ee] Hale] dAlFH=EelAL HE ol
Z0] ofehs 7hsAol w52 SEotelof gt olEx A S &°

Halre AFHE2Yl 2 ARAES 7 B2 Zlo] diEez &

I 87 fsiME HEA] fEEES T2 AR QAlfEEe] obd e

2O =2 DNA MEZ F53to dlojguo|Ao] ZFAIFT. 71, Criminal Justice
and Police Act 2001 A2 = FHL 9x mAy FusHA oj@AE s
FAE JAFHES B5F of BEASE = QTS 51Qith163) AIFH o Z 1999 39

162) Graeme Laurie, Genetic Privacy: A Challenge to Medico-Legal Norms, 2002, 172%.
163) 82 Restriction on use and destruction of fingerprints and samples
(1) Section 64 of the 1984 Act (destruction of fingerprints and samples) shall be amended
as follows.
(2) For subsections (1) and (2) (obligation to destroy fingerprints and samples of persons
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7122 500,000% °F2] &olAt rukdo] F=19] Hlo|EH|o] Ao ILIAEAL,
W3 @golA =385 AAFHE2 50,0007 ol Z3t=| k164 3 2008 L7t
A% Police and Criminal Evidence Act 1984 A64(10)FE 7122 27}t | 2=
FEA AES AT 5 =S SIgiHR169 11 AEo] JF 9] ooyt BAS fid]
A ARGEItE 2olehd Holoh A4l Higt o4lS flof7] sl Ao
HMES AT A9 HE JAE gRtE o= golgHojAo] e}t
ojZ % thfet AFFIT DNA HES0] oo o IETHEY =9
=9 DNA Hlo]E{Ho] A(British National DNA Database, NDNAD)= @= Q-9
oF 6%°] DNA AEE HAshks, AlACIA 78 & HlolEHo]lAs AFgtet. sHAl
T FEEES A 2 AS2 BFOIAM A9 DNAFEE FRoA 5sto
H{5H= A=7} Human Rights Act 1998 AI8ZfA A5t AH4159] 7| 2E-S gt
o J= o 452 A7Iskith 160 A2 HRIE0] HHE Asidtt= 4
< 71761tk okl 4). 1A RIS THA fEIAA A 4A%-S A7 5t
A HMarper v United Kingdom). -+ AN TAE ALLX| ] gAc s FxwE
S UL BYARES whe x}oﬂ ik DNA Z20pdg H7E S3lste] BGshal

M= A2 MR 718l dieh Wafoll sigEo] o

2<—:‘1 r = AR AN
SHE R AHA|A] Tt iﬂA Aol sl ASIH: =, A2} | Fof
FETES B o AT R 52 B|AmE S B2 ok QY 5 R
< Wt st FHFH AP o AL FHE gD & U=d Eedl
A7} HQIthe olfE, 5 WIS 4] SIste] ATE DNA MBS HFIL A

who are not prosecuted or who are cleared) there shall be substituted—
“(1A)Where—
(a) fingerprints or samples are taken from a person in connection with the investigation
of an offence, and
(b) subsection (3) below does not require them to be destroyed, the fingerprints or
samples may be retained after they have fulfilled the purposes for which they were
taken but shall not be used by any person except for purposes related to the
prevention or detection of crime, the investigation of an offence or the conduct
of a prosecution.
164) Laurie, 3 34, 172'H.
165) 5.
166) R(on the application of S) v. Chief Constable of South Yorkshire [2004] UKHL 39.
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o] WHo] AiH & J= 9J3]= WA FAo| FASH=SF Police and Criminal
Evidence Act 19845 7Wstitt. 7N E ®9] Ale32et Ae4x7F Tasty| Ao
% WS Home Offico= 714 Ho] wet RO & Qe 423 HeUse
B slske A3E A

A ol Tl 457 DNA AES 67H20] 717k el EAste] dloleiol
ol ERHAIZ EufS AT Sk QA HRT} JEo] Ak olFo] DA BEE
HRT 5 Gk o 9 oR Belo] Ao Folo] ofetel MES AT

A9 32 o] o] oste] ehdolehs JIke B & 4 9tk

¢

A2A vl=

1. QIS Tt ARH Y167

—_

oA E AAFHEC] tet &fdES SRSt AFAL, AT &9 71
F7h ZRAEA O et w7 1990 29HEE AR Qlch168) 181 o] 2t
de 3=, 2F 5 HEH 7oA dARHEC tiet i =<ske Hlol
8o FuAtert = webd v weE duEes A2 Hd v Yl
o1E AEE AuIE oA AAAIK LR AR EC] Het ArdE 7t
7THRIEA ] Ht HAE duEe QuE 7RIt

AUAFEC et ARAY A= F2 X' Fo &2 AP A
|53 £E9] afdo] oA 9l o] A distol= et
TS oA afdol e FHsie HEE IS M2 dibge
2 7L 718l Al 222 715 AF 7S o lste] EEo| Ot dElE
AT HER. 7 229 wele afde] 7)o Heto] FHEo| At
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167) Brunts, Eve M., J. Clinical Trials Update, AHLA-PAPERS P04250708, AHLA Seminar
Materials, 2007, 1'H ©]3}.

168) AUAF=ol i3t H2l+= property interest, proprietary interest, ownership 52 TF4gt
FERo] AMBE|R 9lont metat SeuRke] WA TP fARE e Agglolaka ek
o o] RuAoldE £4ANE BolS AIES Tt

E 9
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59 (informed consent)

AHAEA S Mo BAUES dHEAE vt Z.

7}. Moore v. The Regents of the University of California, 51 Cal.3d
120 (1990)169)

2 AlEg gl Higt ARE w2 SXfe Aol A4l Aol AlAE
AZ9 frde Haohl ital F4eH, S35 Wl fit tiste] ko]l Akl
o] A7} ARgstE Zloll E2et #o] gi7] w2 disto] AAle] &9 glo] AZE

f

ARERE A2 AHEZ M A (conversion)oll SHFETIL FEFATH 170 SRf= 21419

A|2e} E5] BRS Aol A AAdE E o] gt &7-H(proprietary interest)
< A

HYE thg oA tigte] &2 & A, A1) AHA %S st
+ Bt glok &4, e Qxﬁlﬂl/ﬂ Zﬂ?’i% Aaol] ozt kate] HelE ARt
(8 H7|=0l R A, AR, &A1) ARFES AFske A2 AR} AT &35

A3} 4Fst0] E5)AS AT B HAZ AR

. Greenberg v. Miami Children’s Hospital Research Institute, Inc.,
264 F.Supp.2d 1064 (S.D. Fla. 2003)

1 Ee) 715, 2o
2 st o4 8 ofg] HASS BE o] 4RE W oxjet it Y
gl 452 A7ISHse W3 ot

255t el
TR *1 g2 Felgt > 5949l oA Aoke s

1=

169) E. Richard Gold, Body Parts: Property Rights and the Ownership of Human Biological
Materials, Harvard Journal of Law & Technology, Vol. 10 No. 2, 2007, 369 ©]3}; R Alta
Charo, Body of Research—Ownership and use of human tissue, The New England Journal
of Medicine, Vol. 355 No. 15, 2006, 1517 o]a}.

170) ARt vl=9] &4 B3R PR, AfARY] B9 710 &8s dsle A=
=3ttt CONVERSION, Black's Law Dictionary (10th ed. 2014).
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(A=t o9 R fiduciary duty) 95k 3)FE015; WA 2495 G)ZHA; (6)
dY H|Y(trade secret)? ¥=.

M dae 4 F ‘:‘%*015011 W T2 ALt e F0l 94t 55

Zrolgich MY A5 AW A9 EAo] Hell Yarso] ArgFHo g mioA
Fofgt A4 232 9 XZ} MEof o] Y-S o o4 &-F-H(property interest)

o
= 7HAA] Tl WASIGH:. e AR yjo} = ] Fo| WES AEdhH
A, AR 227 AR AEL Wt g (contemporaneous return)©l] TSt 7|t 7t
glo] kol 715et o= Eotal st whebA il of2f3t A=l et
A (property interest)7t R MO tet A% QIThal WA

t}. Washington University v. Catalona, 2006 WL 1899289 (E.D. Mo)

ek 9 of tjgoflA LSt AT 7He] ARl dA7-elo] tigtolA RSk
% wE A % AR A AF-Ho] AT BE HE -4 Hejo] et
0]t 22 oot QIARHE2 o BatEo] Utk AFEE BE AT
VARSIl FAAE Bl d7dVdAREe] A7-AE Al=o] sk & distellA
MES AlFshe Ae 88T Ae AT sk AAlFE=Eo] gt HeE &4
Starat HAo] A% Wa(declaratory judgment)& ok &%= Al7IFTH

B BES 77 ARFEA, 223 A7 WA HES ‘jrE jstol 7t
= AFHoA Aol digto] AAE A7t eAl oRE HEF Y
tisto] MES Afotal Aokl Z2WFH: e tieto] F2o thigt viEekd e
Bt A H(exclusive possession and control)& PAFGFROH, AL A= HE
= digte] 715if)dt Zofetal Helkth

ol2|gt A& =goly] Yl MY o]He] At i dAE e 59 FAlH
Aol A el A AlgE BE 5& HEs] A FE] Y2t 594
FAE (e 217t Qe gk FAlelglon; QAE 82 Qs AFE
Qg Aolx, AT PSS ATE Bl ¥

H(ownership g 58 & A
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AZsHe JRHET Brfa 7|3eke Bdo] XatElo] otk AT AR B
A AT dACIA ol E T2 AR mEd A7 g Fro] Aol
w71 g3t A4S BRo| 1] 87F 5 irk WMEe AT Rt o] Yo
153 Ot Qo] W] HES ThE Fo] AFT delS BashA] eherha

BAYG. 2 A7 BRS04 WE 47T et Uoks ol

N

ok

B3]
B3
A3

)

2. AMRUSO| HE B

O

MAFEE2ol Az B A2 6099 HofA[TF FZof] FAAF 7lzo] HERt

oA e FEL JRo] FLE SHol4 ZpE ek

7 AR AU ARG ALY

A AR oM FEokal Qe AARHESF 2= FHE I Y(National
Insti-tute of Health, NIH)2] QAFeiE23g0] Uct 172 P E AL v|=r HAF
AF519] oSt w7 | ot 173) Hgt @Bl HRS= 201610 =71 AH2] HH o)
EAFA(Precision Medicine Initiative, PMI& A5t Adolg = 24 9139
Aol REd 7 laol A IRaT Bl SRR, 15E, e
¥ 58 FYH0T B8 A/IYY ool FuelRS e A A7)
0] e SR Epoo@ FAFIE F0] WL, 1R APHRL o]
Hob] gistel FEAN 139 Dl BARlGT. TURANL B
AR AA HoAEolA AAGAEE Bopo} AR L] u
S RS FHEE A 48 Folth FYRANS WAegl QA AATS &

oto] BAfoke Zg BRE Fos FEE] BHEIL Qlrhi7d)

¢

RII
ofl

Fl

g)

171) Gail Henderson 9], Characterizing biobank organizations in the US: results from a
national survey, Genome Medicine Vol. 5 No. 1, 2013, 3¥ ©|3}.

172) National Health Institute, All of Us Program, Biobank, https://www.nih.gov/allofus-research
-program/biobank (2018 9¥ 184 ZAA).

173) National Health Insitute, https://www.nih.gov/(2018 9 18Q HA).

174) Lisa Schencker, Nationalwide program seeks 1 million volunteers for medical research.
Here's why. June 11, 2018, Chicago Tribune. http://www.chicagotribune.com/business/b
ackstory/ct-biz-back-story-joyce-ho-northwestern-medicine-20180610-story.html (2018 9&


http://www.chicagotribune.com/business/backstory/ct-biz-back-story-joyce-ho-northwestern-medicine-20180610-story.html

HoY HIWLHA HE 99

. FE5 A dAEE2

T AR ALY QA FHELRY d2R2e AP yolso] Ao} Hio|Q
W3 T2 73 (California Biobank Program, CBP)°] i Zlo|t}.175) ZHE| Lo} H}
olQ W3 R Agjxo}l F HZAR (CDPH) AAF ¥ HYEY TR
ZAe|xyol A% A3Ed X2 (GDSP) ¥ ZAg|EYot &4 A BRUHFY
L2779 (CBDMP)OIA 5 QIA] A 9 dlojg] AHdE S)tsto] HloEHo|AE
TE3 170 E3] GDsP= FAAA = 7Hg E7F 23 ZEAQ] A Ze T
S sl Agor A 2= IR(NBS)F AR 52 T2 I(PNS)yE s
mEo] Az]xyo} Hole W3 Tz To] A4 7HAl= &l B7HTh

Aejrot vio] @ W9 T2 WL that 72 F1E HAZ 98] Ea2d} AR
£ AFAPL ol§S o =R Tk (Dofde] B o AHe] 9 2l Rl 94

AR A R Wk GaTeng P AT L Bk @A=H AL % B

o} RIZHe] JIAFEE2Y

m=ollAlE et vt o] PR &2 FEEE At *Fshe AR

=
Aoz Hln. AFHE2PES dHote] 2Fske Wik HiFEe] ws7|H

(academic institution), HY, AGLA7} EES AX|ol= Aog FA=HCH177)
W2 4R R AAgELAe] thtel] ] Lashl A S
w20l v]3 v QUAg e LYol B FeH AR Ae] Yk Bolw R

189 AA).

175) California Biobank Program, California Department of Public Health, https://www.cdph.ca.
gov/Programs/CFH/DGDS/Pages/cbp/default.aspx (2018 10¥ 252 AHA).

176) F4% Aded TRTIHE the S, 3GMAIAY 18 ¢ 4173 A<o] tisf 80 7l o]
A E AHA Fole} 35 §HY ool AR Yo R wi|d oF 500,000 O A0S
AARE A9 AT T2 O3] os) wejEs Agxyor 24 A% HYER X2
A2 19839 AAH AFS FH] A&Fow, AW/ A% AA T2 7l 1
d= gty vk Y Agdy TR AZRE 8 78S 7H ofolEo] thgt
Hlo|EE ERgich

177) Henderson, 3 43, 8-9%.
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A7olt}. 719, =l EAst:= AARHESAY 24 FLSHA FAEA 4L
Ack o] ATAET ATEIAEC] TR kg 7189 AARHE2H Y
5 wefstarat siglet, THE ARS0] Aolsith 7 20109 7-E 201267H4]
YA AA A A(National Human Genome Research Institute)”} tistol] et
sto] Hlm] JAFHELF Y] FFS ARSI 1 AFATE whgste] 20134
of HHH =FollA= vl= Well 63671 F=9 AAFHE-2Hol Akl sHleY
1 Aw9] 1R A Bolc}179) o] =RojlAE vl= Y AAGEHHESHS] 3
gt steto] Bd olfE+& ml= U AARHESHS FH, 1. &FHA] 5ol
otgstr] dlzoletar A& sttt 180

EF o] =rollAE 2AR dige] | AREESSEC] BHsta = AR
£ FRE BAoI=, BHoIu S2u), P2 A (solid tissue), BY, T2E
YA E(peripheral blood cells)tt S /‘ﬂ:‘t—r(cell lines), Etolut EEA|E(buccal
cells), &¥ Z2 ¥, HH5H A S AhEolA Fefisk= 24, HsHH
A M (pathological body fluids), & S HH= %4 QA S Eo] B £9] HoF
UHER T 18D TS QIAIFAESBECNA Bt Sl AARHEERE Esid A
A& AHbiomolecule)®] FFoll thollA+=, DNA, RNA, @, 7ERS] YARAE
g5t &85t Ao F LRt 182)

N
r

e

178) Henderson, & 43, 3W. &0 =2 QA S EL39] A3 o thsjA] melstiAl e HuA=
RANDS SILASI RAND HIAE 2. T, UYL ol AARHELRO) 8RS
B4jsle] o] BadolA] e QARARLFo] e U 2 grka Qlgeieth 1 %
Susan Gibbons, Regulating biobanks: a twelve-point typological tool, Medical law review
Vol. 17 No. 3, 2009, 313% ©]3}; Peter Watson, Rebecca Barne, A proposed schema for
classifying human research biobanks, Biopreservation and b1obank1ng Vol. 9 No. 4, 2011,
327-333H 59 AFollA gt FEoHA vl WY dARHE2RY ds welota st

sty F36H e BEEE 7 2TE EEHAE %ﬁq

179) Henderson, 5§ 43, 3 ©]|5}.

180) -

181) A5

182) =



HbZ HuHA HE

T2 AW A 9 kS R AR Hdsh] 913t BH o= QA

HE2PS LIl Qlrh18y) ok A= o] HlF= Al 943}01 &
d, EFHE A AHHoIA QA REHES B8-S AEokaL FYste] JAREHES
BE PFok= A= oF 2%l Eotal AAFHE2F0] S AHcorporation) 4%
A9 3%ol] ottty HuET Qlchisd) Egt QAR E2YY] AT HS
= AEolA 15%9] SEAEo] AAFHES] BuiE A L SHOIAHE
E-SH). 3 Bayh-Dole Acti= 3345 &85 W9 AE3E E4stal 7]
2ol 3 AAFHESR] AL EEolo] FEEE U NS s 2 7hs
/do] rt.185) wEbA] ofn] QI fEEC] JEH R 23, AT 2 FAoH
g2t ol gt o] FrfiElo] AAFEEC] AP A== Aol tgt HA
fH7 F st

3. HIZe|= X9 QlX|Relz o8 X EE0]| 2ot JAMEX A

G EEEDRERER R

QAFEHES M 42 2108 & AUA, AEE & ZAJAA A digt =2l=
= 11 50| IA t=A ok web A3 AR S 1HE5h= Health Insurance
Portability and Accountability Act(HIPAA) ZZfo|HA| o] QAAGHEo] -
AL = gt

QA=Y B-8oll et v=9] WA= FAAEO] ofd Aol WS
ATt 0|7 AH o] o]-gof R ml=Re] W ti 2 AU, HAHEE] FE- o]
A7E S AHr 7B FARAEO] o] R0l =R Arith o] PERoA = AAFHE
O] A8 &3 Common Rule¥} 2737 H2] Ao 2-8-5= HIPAA Zto|HA]

-
Q
©

183) Kurt Zatloukal, Pierre Hainaut, Human tissue biobanks as instruments for drug discovery
and development: impact on personalized medicine, Biomarkers in medicine Vol. 4 No.
6, 2010, 895-903%; Edward B. Goldman, Kristen B. Rosati, Legalizing our DNA: The Rise
of Genetic Databases, AHLA-PAPERS P01250707, 2007, 8.

184) Henderson, 5+ 43, 8, 99.

185) Goldman, 5+ 55, 15%.
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T4, b=+ FDA(Food and Drug Administration), 1811 F(state) 2] Yj-&of s}l
gduEE S

. AR E] 8ol Bt FAEA A

(1) Common Rule
Common Rule<> B715 F2|(HHS regulations), 45 CFR Part 462 3O, dA|
AAFHES E-8ofl 7P BHS #o] U= A 2FECIth w=9 A A+
g Ho AAES 19799 A& oot 9 P55 A2 Xt g HodsjofA
2Rt WEEBelmont) A2 2 AT
HHS #40ll= A9 ¥ E= Common Rule®|2tl % 5= Subpart A7} 471 Z3}
ol e}, &S dutA o R AF|EEY 3 E4E SR 84, AFAREO]
olgfiof 7|x3t FolE Y1 FAIgkel7| I3 87, IRB(Institutional Review Board)2]
A4 84, 7%, A7 AR, 715 EEo ¥t 812 st Stk
AAFARET} Tsto] Y82 201700 thE 8% HE itk AR wslst
2t 2 Agsk] flste] Rt Y] IHES okl 42
¥ Common Rule 2018¥ 79 199 Wastglct $49] =9 774

o] Aol B FEEol v =271 Her I W HEE

O

=
o.

ofl A QUA-5-=h
ZEH:]—; 187)

QA7ATE AN ARSI, Foliie] ol AZ)olt HrE S3sio]

i

186) Genetic Privacy Acte= AR} Zato|HA| HSE QJslo] AR AJHojA A4t o]},
AAR 0] Fstate)ollA] o] BE whet - AT 0= BHaEw itk o] & {AR
Ay Bat ofg} JIAREHE AAol st v BRI AfES THIAEE I 3, AR
ol Hoto] AR Aol 71231 597t lojof gtk g3iet. shA|T o] W2 12gt
Y7 glol JIAREHEC] 4, ARSE Aol FAAIAZE obd TIAPEA S SHeE A
Skl QlojA] o] HalxQ] HjollA Hojdtt.

187) Bledsoe, Marianna J., The Final Common Rule: Implications for Biobanks, Biopreservation
and Biobanking, Vol. 15 No. 4, 2017, 283-284™; Revised Common Rule Regulatory Text,
Office for Human Research Protections, U.S. Department of Health & Human Services,
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/revised-common-rule-regulatory
-text/index.html (2018 109¥ 25¢ 7AA).
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ARSI 11 AF-E sl AFttigAtelAl Aol 7128t 5 (informed consent)
= oo gttt

ok QAlfeiEo] Ad7FsokA] gthd IRB Aol7t HAIE T H]AESkE AAH
HEof tstals QA AFLE SH(Office of Human Research Protection, OHRP)©]
“goh= Hiof| mET

Common Rule®] Z-&5= “A(research)’?] M{oll= (1) E 3 € AM-S
35 S 9 A9 8]E Es(scholarly and journalistic activities),188) (2) 3aEA
of A, 3) FAHEAE SR A= B4 H AR, (4) =7IREE S 9%
AAFHES] AR A =Tt

Common Rule> T 22 $4 Al(secondary research)] tjstol= A0
71%3t Bo7t Y askA| girial AFct HIPAAS] H-EThdel FAEC] AT HE

it

l‘

I~>

AR&-5}0]“health care operations” “public health activities” “research’& 435
[e]
o

AE7h5%t 7H<dXéEUr A7 A ES SE5ATOl ARSSH] §18
AASAY B9H= 24 52 (broad consent)’} 3L IRB7F AIRHE 25
(imited review)S ‘go}% A5 olol tlst] w&H, I BE A, L dE
AR RIE FA] A€

Common Rule °]&3t 7#HE E55H] e A5 A7t AgS SEstAY

T SEEES Solis AL ANSTOR AT FAANE RS ohfsict 189

_

(2) Common Ruleq] EZZ37 9]

ZHA Fo= A1 712 Foeks EEE g eR AREEo], A=Y
FAAR A4S A, B, 99 5 1A goke TStk Aidoleh. HipaA
IeolHA| FRoA = 20139 RE AT F4 5ol FAF R EFT 4 gAY
ofli= ZHRIofIA Z12fet AHS AHgstal FHEANY oS e 4 Qe S vk
Pt SPARE Common Rule®] 3% FAF 232 AVESH= Ajte] o2 1] A|7]%]

188) 1 92+ <& FANoral history), A'd&Z(ournalism), A7](biography), &8t H]H(literary
criticism), W8t A+ (legal research) 52 & & Ut

189) Jerry Menikoff, Julie Kaneshiro, Ivor Pritchard, The common rule, updated, New England
Journal of Medicine Vol. 376 No. 7, 2017, 613-6159.
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AL, F79]2] GAIA] ol2FlZoE 7okl AAIR 7jo] o] FofA A= eok
o 27t 20179 HCIAM 284 529 AES =UskAL ] 7+8E 20199
1ol ZastEeg gkoz A7ARE0] AfHES B8k Hloll AA] g2 Heprt
B4 A0 R AiJHT}. Common Rule 2T 525 foto] th2a} 22 W89

Ho] o]0l AL LTI

iil. Y9SN 7159 70 Aol dhat 4

iv. Fol7} Aaraolu] 3 o] WdE} MBHAt Dol AL
% Qi o] JFL v1AA] ghow], Folt et ke Fee] Fojojol
glo] AH419) Holg FUY 4 ks 4

v. AEE A9, Holho] AARABS FYH olof 3787 ftel AgE 4
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rr
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vi. A8 A9, AARARS BB AT A, AT AA A ABYL

ZeetAY 29T 5 Qlcke 49

vii. A 7Fse 7iQ FEY AAGHES Bl ST S = A7 FF
i3t YutA 9l A(general description). o|W T&]&Q1 Algo] ELH FoE
Boto] e 5= AThL g = Qe AT fBS ZFole] Arstoiof o

vii, Aol AREE 5 e AE s ] AR Ee A TR JAREE,
1

e 7]Holu ARl T3t A;
ix. A8 7M5R R AR EE A s A0l A% U #4402 5 s
FI15H 4= Q1) A AETsSE R Bt

O
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>
e
N
o
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2
o
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o
ek

+
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190) HHS, Attachment C - Recommendations for Broad Consent Guidance (20173 7€ 269),
3.
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%S Flojet Mt I50] 54 A7) B Y| ML 4 ke
APl et A
xi. g 97 2US IR Y B AT B} ofd YPOIAE FolAol7)
FREA Tk FelAA] g 3, olefd At AT HelRjlA] BRI
o 1;]__1: -

i =2 0
xii, Zojzke] Ee], Zojxte] AErRsst Al FHU A RsSE JAREEY A%
3} Apgof st AR gt GRS E7] Yl F1E FZ(contact)SHH FHE=X4],
el " Hajrt HASt A 1 A&t HEXA.

%

LA 599 A%, Ttef 7fQlo] “Eofst7E A dsh=(refuses to consent)” B
A7 7)1 AEU APETRsRE AR A, A1, $5ATE A AN
of ¥sto] IRB7} S WAL & Itkal A3 o0 Z&H 5919 4% IRB7}
Z+2-5FE A AKlimited review)E SHA| Eh=H, IRB7} AAFohe W8~ that Zth192)

i. 4 7Fse iRl Ry AE7RsS A EES] B /A e 9 2 & A
ol-go gt A Fo7t A{E= Aol 7123 T A 59 8749

gheo] S (obtain) = YE=A;

ii. 224 5971 AZsH 2AEAY ZASHE st ¥ B9 2418 sHA
12 Zlo] AHIA;

59,

)

iii. AE715% AL A @ QAlgelEe] AREAY §HEE WAl
sjo] WAHHY Folx15o ABBS HEsty Fuo)

7194 A flstel Bast 2350] A=A o

(E
o
X
)
H1
Ju
2
u

(3) HIPAA ZZto|HA| #219] g B AR 754

HIPAA Z2to]HA] 3F2|(Privacy Rule)2 20009 ©l= ARl BARUS.
Department of Health and Human Services, HHS)7} W3t 202 A 7}53t
AR A8} 2] Belo] TefolAE HESe FHES T Ut 2
FHE 4 S ASFTL) o ArRset fele) AYHE A
§317] SIstol L FuEAY FT AL AL a7 olelal oS HSsH]

191) A&, 6.
192) A&, 129
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S A HRE AHET A9 WAL TR T4 S 9k wheb el
47 W A Tl Fi9le] Bos
F ik 199 2, xefol|A] 5o gl
sfo] ERQlo] RS B A4 19 ofste] Aefolut sy olste] Wage] 4
% ik EGH AL YsHe A4S 59 olsle] Aot 109k ofslel] W, 49l
o] QAL Ate] B2 ofeln il ARk A9 104 ofste] HY L 250
2 ofste] Wgel] gt

metoluA] o] AARAES] HHHoR AGEAL AT, A RS
deistol Q1o AR A8Y A9 B o] AGHL T AAFHES
BT At 4Ro) Yeiz AgEce IR mefolA] o] 48t
A}

2
x
N
T

—

i

—_

l

(4) FDA 13 (regulation)

FDA 7212 dRbH o= vlAESkE QA FEiEelal stejete Aol 71x3t
SIS a7k FAREY] Fo7t Qlo] JIAGEEC] AMEEE A2 S8 U=
th. SHAIRE FDAE 2006'd 49 2590 THE 2|30 whet JFO] ofQ]#Ql 7
597t glolke vl EekE ARIES AT o =S 38T Aol Sk
th199) ofjQ]o] SFE= AAFES LRHHQ olut 4 IolM H7ld, 23
G2 A GEZA Investigational Device Exemptions(IDE) 7+2}0] Q14 5H=
SET A TWTR199) B3 o3 JAFIESY A A AAfEEC]

AE7MsRE RS AEA] obe Ae AAIE 190 ESE vk AF o] Ayt
7t GARARY] Qg lofA HarE Ay Aol GARIA Az A7 fES =
Aol ol=gt €7t A-GHA| b=t

P

o
N

v
gl

193) HHS, Summary of the HIPAA Privacy Rule, https://www.hhs.gov/hipaa/for-professionals/
privacy/laws-regulations/index.html (2018 9% 17 AHA).

194) Goldman, & 55, 11, 12W.

195) 21 CFR 812.2(0)(3).

196) 5.

197) 5.
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2) =4

(1) k279 (AS § 18.13.030)199)
(a) AFHol 119= DNA A& ASHAY, AE0 tigh DNA #4& 35t
U, DNA A& & DNA -Eréi Z2IE H{SHAY o] A2 fIutsted BDA
BA A0S SR B9 E94 DNA 4, 24, BE B 39 HFE
AR & Abol st
(b) & oA, “1oZ = AS 11.81.900°] FFHA 2ujE whEt},
(© 94 DNA 7, 24, B3 B Ie ag AHFd gt

mIm

A

) 2FAZFH (O.R.S. § 192.543)199)

@ ORS 161.085° 9= 27| we} ORS 192.531-192.5495 $J5toto] 94
A HJHE 11902 T2 RustA T2 FAMFO IAZ = By 52
Mok S Fd EE BHHoR Y B B IS HE ARE
2ol gt

@ 9H HRE BHFoE HE HY E 5 A2 AF FHRd sgeich

o

198) (a) A person commits the crime of unlawful DNA collection, analysis, retention, or
disclosure if the person knowingly collects a DNA sample from a person, performs a
DNA analysis on a sample, retains a DNA sample or the results of a DNA analysis, or
discloses the results of a DNA analysis in violation of this chapter. (b) In this section,
“knowingly” has the meaning given in AS 11.81.900. (c) Unlawful DNA collection, analysis,
retention, or disclosure is a class A misdemeanor.

199) (1) A person commits the crime of unlawfully obtaining, retaining or disclosing genetic
information if the person knowingly, recklessly or with criminal negligence, as those
terms are defined in ORS 161.085, obtains, retains or discloses genetic information in
violation of ORS 192.531 to 192.549. (2) Unlawfully obtaining, retaining or disclosing
genetic information is a Class A misdemeanor.
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(3) EZ2FHE (West's F.S.A. § 760.40)200
@ & FolA AMEE 8of 'DNA 4" 1 AR AlAlof A fxke] 249t
T2 ERlsk7] Rt ook B AEoh ARl R4S oufitt o] goid
+ DNA Bro3gi} §42 HAPF Zekech
@ (2) GAF 259 BHL A Q5L s. 409.256014 s. 74212(1)°] FHE A

3210 B AL 5. 043.3259) BHOR FABE +Aske 2

T 23 = 4= 9lom, F71%do] HAok= Aol ERSHEA] 7ol DNA
= YA =4 Aol Zidolm m3A1e] 59 glo] 37
|2ho] HA9t T12fet R F Y s 119.07

(1) 9 s 24 (29 F&S 1] =t}

(b) (a) T ut 3+ AL 5.775.082 TE= 5.775.0830] 7F+AE v} Zo]

o)

o
o)
rr
2
(i,
i
&
of
N
-

200) (1) As used in this section, the term “DNA analysis” means the medical and biological
examination and analysis of a person to identify the presence and composition of genes
in that person's body. The term includes DNA typing and genetic testing.

(2) (a) Except for purposes of criminal prosecution, except for purposes of determining
paternity as provided in s. 409.256 or s. 742.12(1), and except for purposes of acquiring
specimens as provided in s. 943.325, DNA analysis may be performed only with the
informed consent of the person to be tested, and the results of such DNA analysis,
whether held by a public or private entity, are the exclusive property of the person
tested, are confidential, and may not be disclosed without the consent of the person
tested. Such information held by a public entity is exempt from the provisions of s.
119.07(1) and s. 24(a), Art. I of the State Constitution.

(b) A person who violates paragraph (a) is guilty of a misdemeanor of the first degree,
punishable as provided in s.775.082 or s. 775.083.
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A3E =L

1. QHRH=Q ()N 84
7k QA= B 44

EQofA QAARHEL AAEE(Korperteil), AAAZ (Korpermaterial), AAEZ
(Korpersubstanz) 50 & TgHHE|o] E=gigt 1 Qo] T.8%]o] ARRE|= AXY Holoh

1) 2739 Y

olfRl AAFHES FLWH Aoox2000] weh SAH R FH0E ERE ]
et AAY FARES AAIA 22EH SAl0l 144S ¥aL, 2o rA 9
dA4E AYA Hrk= Zoltt. o W, o] 7ol didt Afde Hel AAIY AFA
A AL 200

SHAIRE, 71014 0] FARE L, EARIONA oJ4sh] 8] A=z oR 7S A
=% 5 A Holl met QAR ES Z2lE olFolx AAEAe] dAdo] vE
= ks At S5k AlAlE ¥ AAES] tidols, ARl tiet Ha
YHH O R AIAQ] FATE SO Bl k= A o2 FLE A=t A7
AEA7E 824 E7gstel A71ol4el Foldt 4 471 1 AA|19] Y= A7
A1 A7IAITARS] 1A% ool ALH AL, of2f3t o]ofE F&3] Hash] s
AAAS Fgshe Aol B7sHaL 2209

—_

201) SAYH AooREZS 7id] o] HEANA Edol=t %% FAETS Dt

202) 204 #49 Hee o33 Zo] FEET 4, 59UE A953RE 55 F-85t QA
FEHES EEat Ao YAEATT AFES HERY % As7E ok 2o 2, A
B2 Eagat FAo] F9] S4lo] Hrial By, EGYE Al9ssx Alide] wEr 1 AFE
2 5 BARS AR AolA ALETHL Sk o7 ATt o] W, YAEAT EeE A
vEH Z Agsty od, Add AP lvkal Hob AR gsith

203) ik ‘fn BS, b F B BRGSO E 25 ¢ B K 4y Diam, Y2 2+ A124738,
2003, 58%.
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A3 Aol A=Y afde HS5E 5 A OW ojufiol| = 01 ]
0} SRS QA= Aelole Bk Al 2 6}04 A = e

B Aoozxo] 4] Gt ool whet FrA At

o

—_>‘1"4

o

)
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i)

e
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oz
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2
o
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o
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i
e,
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2
19
&
1o
S
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jutz2
=)
e}
5=
o
e

oI}, SHAIEL, 290 w}am% WA B0R 1159 S Qa2 S Avt
QA Wzo] BAEo] FUL HEE WA T SE Y09

SAse] BEY, AAgUEe Bel AEny WARAC) A48d B5g
) Eakh AL WA B ek BE ojgolx ool it FUT
oA Aol4jsl7] i8] A2 AARASL Hele BACIAE g 2o A7)

)

204) AEFI—ER, Y] =&, S58H.

205) Dieter Dolling/Gunnar Duttge/Dieter Rossner/Stefan Konig, StGB, 4. Aufl., 2017, §242
Rn.4; Adolf Schonke/Horst Schroder, StGB, 29. Aufl. 2014, §242 Rn. 9.

206) Thomas Fischer, StGB, 61. Aufl. 2014, §242 Rn.3; Urs Kindhéuser, Strafrecht BT II, 7 Aufl.
2012, §2 Rn. 8; Joachim Kretschmer, Das Tatbestandsmerkmal ,Sache” im Strafrecht, JA
2015, 106 ©J3}.

207) °] Afolle tiFE I A 59 FE8S 9k Aol

208) Wolfgang Joecks/Klaus Miebach, StGB, 3. Aufl. 2017, Vorbemerkung zu §223 Rn. 15.
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o &3tc}.209 W, ApAs = AASAPL o BHog leﬂ-n-ﬂi‘j o Ha|giz
of wa} o]E g ulelitt. giok 715X EHH Alge] RS B2 o7 54
robax] AA A (Bestimmungsrecht)© o|sf&A7} chd, AG-H9] HqE]E 283} 2=

QUck. SR, 715A7E B 4 x}— st A4 Lxe] BefE 5eHch,
olAlE AH7H 71FAE QAGAHTES HET WS 7HAIc o] uf, olol AR
o A9, AABL Lot FAo kAl Zo] ok}, AAEAt HelE E|
o Apehick20

o4 AAFAES A=) AR AAF ol Bl ® R, Hele] 9l
22 59 glo] 0§ FESAL HEAAUS AL, VA FIHSELRY
Ad62)0) HAE A 4 9k 2, o714 ARFAHR 2970] Fole ERelo) ARG
HEQ olgsts BHS AYATIE AR Tk webd 715At Ade] ol
o1§ 249 WIS HlolL} 0|2 0|83 AT WAL 7154 ARUS
Hakat Aoz Bob YA Ayolnst BAELh A of o), 7530 Bl AAS
dhgo] ogskel Pejz ABEIEA) ofsiel igio] 7EL. ok 7540 Fol
7 Qirk, ojatel AAGARES ATSEE J15AY 29U Wolet Aow

0|

oSl RS ARSI DHL ABAHOE A3 el o] FolE (7
Aot ohfeh) AFSAILY AAUH AL Folo] Brbxor novRerhy
o 9ol 209 Welgt QAN Welh PES: AoT B 5 Uk ol

209) Andreas Spickhoff, Medizinrecht, 2. Aufl., 2014, StGB §223 Rn. 1; Adolf Schonke/Horst
Schroder, StGB, 29. Aufl. 2014, §223 Rn. 3a: Urs Kindh4user/Ulfrid Neumann/Hans-Ullrich
Paeffgen, StGB, 5 Aufl., 2017, §242 Rn. 13; Wolfgang Joecks/Klaus Miebach, StGB, 3. Aufl.
2017, Vorbemerkung zu §223 Rn. 17 f.

210) Wolfgang Joecks/Klaus Miebach, StGB, 3. Aufl. 2017, Vorbemerkung zu §223 Rn. 17 f.

211) o] W, 71%74e] Felt WelaAl bRl 284 $14S Qe - Acke, WFHe] 2]
45 S Sk S UARARI BT 1340 44 FUL AL AP
OIRICE. G ASSAL AT AE 13l A Sl ool 3
27 EE7] wio ]‘1]' olo]| tjajAl= Georg Freund/Natalie Weiss, Zur Zulissigkeit der
Verwendung menschlichen Korpermaterials fiir Forschungs- und andere Zwecke, MedR
2004, Heft 6, 316 ©J3}.

212) EE, oA JHHSHE THotH, 7 AlEE 22Hd % U} Georg Freund/Natalie
Weiss, 9] =&, 317%.

213) Georg Freund/Natalie Weiss, 9] =&, 3169 o]}
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—

LASA] 73 A4E0] A9 Aot A Es SR 2o,

olelgt Palaglols AhEA o] HeHt

2. QAreliE Al e EEat T
7h o HEF AR T

AAFHE A B HEREE IR B o]Qo] 2AH(Gewebegesetz), ©]4]
H(Transplantationsgesetz), 2= (Arzneimittelgesetz), -AAFAAPHE(Gendiagnosti-
kgesetz), BJoHE S H(Embryonenschutzgesetz), 7| H(Stammzellgesetz), TEH
(Transfusionsgesetz) 5°] At.219 ¢ EEHENN FAHAlE A a3t 22
Al 7 FEez dedtk: (1) 494 549 AdleA, @ 71549 9 fle

A2 ° ol§ A, () AANE 4 A
1) 2 @R MKl T 28

1) oA 3 =2

oA o]AlojmolA F7|AE H o4, I o]4E JIARAS A 4T
AL ek olRt 719 229 ¥EA 1172 20079 9E] o]Foixl o4l
2 77gel whE Axelet. oA O] AL 2004 3¥ 319 FH IR} ROl
oA A} Al 715, 2, AL 71, BE Ed Y s AT 52
A9 7S str] gt AX(2004/23/E6) & FHHORE Hgstr] flsto

20079 78 ZAME Aol AHTFORA o|FojFrh 2y

214) 9 HEEY ¥ A2 7Ied SAUHE o Ak AARA 9 Al29] 43
A3t HE(Gesetz tiber Qualitdt und Sicherheit von menschlichen Geweben und Zellen),
719k 229 715, A& 9 o]0 st HE(Gesetz iber die Spende, Entnahme und
Ubertragung von Organen und Geweben), 2]2FE 3-50f T3t HE(Gesetz iiber den Verkehr
mit Arzneimitteln), -FAXAAM] T3 HE(Gesetz tiber genetische Untersuchungen beim
Menschen), ot G o] 343t ¥E(Gesetz zum Schutz von Embryonen), 217t Hjo}E7 AL
o] 5 A} FHste] HiolE ST E FHSEY| 9t HE(Gesetz zur Sicherstellung des
Embryonenschutzes im Zusammenhang mit Einfuhr und Verwendung menschlicher
embryonaler Stammzellen), TEAE 780 TS+ HE(Gesetz zur Regelung des Transfusionswesens).

215) F3k, FU9 7 oA =3, HE A628d, 2009, 178%. o] A9 FUo] FAZ
“Richtlinie 2004/23/EG des Europiischen Parlaments und des Rats vom 31. Marz 2004 zur
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o4 Allax Al1ToA F7H "HE-E ALJStL, TRt 2H o FAHE,
- T B3 % Aok Tledy st - 7sA SLAIE FAcke A
o] BE FEg Tt of7lolk= 2o Aldx Aod21001M F4E M= A=
< 5l i ofofEoRe] 22 A|olshal, Bdg7] o Ao TUt HHo=
Al A2 o e A7 EF | AV AW 22 Ee AEE ZIAJT
o] 7780l waH, 7|9k 559t 71e4 LGl FAlEE T B719 4R 3 A7)
7Sl 24 B AEE 7] 7ol ZehE. webr ok ofw)o] Ariet g,
I 7 o dekan

AL oA Allax AldTolA 222 A=l 14E 710l siFsiAl R,
AEz HEle A9 e FES Tkl AR 7i7H AlEE 2y il A ols)
AL Qi ojof wEw, ofshd Aoje @, MR oA A 22 2. o]
et 2007'd 7HHAL AgbxoIA g Rt A AT T A8aPdes
Aizo] F71=|3{t. o]l o4 Holl= oj2fRt Utz Ao o]9o] F7tE ez
APt viioh B ejote] 2A(EH Aldax), BE T nAFEAL] TCEH Agax)7t
F7HQ 2Ad oz 59E3] 7= 0] Qluh 18l o]4Ho] A gHA] gk <A
2, & QfEA|IR] AR FHFEE AR ST R FAE 218

2 +84
o|A1H A1 Z A3F A2zl oot Y W FHHE 2 o]AHO| Hg t4foflA]
AQlE] 1, Al o] HEHrh £ A2x Holgol wEH, FA9] 7]Ho

9lo] ool “AFM] A XHHOP Qgeyo] oy

9 oo I At 488
1 71 9)9] QI7kg BolAAle) EAlwTt

e "% o714 SAAARE “lofE Adx A2de] EHRAA, A4dx

Festlegung von Qualitéts- und Sicherheitsstandards fiir die Spende, Beschaffung, Testung,
Verarbeitung, Konservierung, Lagerung und Verteilung von menschlichen Geweben und
Zellen(2FA3}F] EG-Geweberichtlinie)”©|th.

216) o714 A5k A= oJoFEolzt “Aeko]E(neuartige Therapie)Q]FE 02 Q- HXX7F,
27 IBAES ooleie). Ee AgolnokEe] UARE olgEh AYIRIQR 213}
HES EPHE olRERaEnel Hatiiol Hrt

217) MGaE—, b b BRAEWFRIEENCEET 2 ¢ 4 VIECR, BEEES A208, 2014, 1579 ofst.

218) 3, U] =1, 1819 ook M —, 9] =&, 1594 oJs}.
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A3F Aoz A2 Y 9l AF=d B oJoREe] YHETt He @R
< uleit.

FEYL ot FATEEZ 7IRE Al3E olstelA 2 9 AFE] A
Ut AAE 8L ot 53], Aloxode A, €28 #Q £BTAH 2]

=
BeAE 58 FHES 7L A

(3 Hotn 5y

ol Al A2zl whw, wob o] A8 oA HgHglolA AelH
o}, wjoh e QIzke] Skl 27Hjols WHo R MBTh of BAl) QlgiA
AYe Rt GARAE Fo) F2E volu sy Asko] 2w, Sgsto]
PSEE ZHE QK U] AEERF o] F Bk ofje} “Hotoll ] AYH A4
(Totipotenz}& % AE2A Bag 24 230 Bdsio] NA7A HA7H53
A% WA o] vjolo] it web E71MmAt 271stElo] th) i S
257 H9itk WA 4 9l Aol ofstdow wokw HIEX ok F5ol

et Hhob 54 Hjole ojsjet 2 9lrk219)

@ E71M2H

o4 A22x0f =, S7MEH] HZH A o4 AN Aleld
o S7IMZH2 BiotE7 M2 ES AlB)2] Faol o3t =L W] A4S st A8
S}, vl oA HiolE | MZFE st A%t AFEA o2 viokE of&
St A2 FY T s18EA Yt ks wiokE e Az Al Al
oAM= “BAEZEZ o](HFZ Crr “AFFA)NA Hioks WIAT = A
| 28l H7] mzelrt. E HjolR o A2 WA Hiohs YA E
FEA o9z TR Qe Al FAAES] e SlaL itk & = el
HotE7I M2 A2l A=A 2] Hiot 7] g3k o] 8t A2 BAHEEEHT
H=io] gl7] W2l sjoh oAl FAAE S tiido] Hrhal 2ot mEhA FUoA
HioRE7 A Z A5 35171 fsiM= =ejolA ofn] BgH otz FE S0l
g HolErMEFE 5Y Sz sUshke ol ¥4 sfaFor RAEIch

219) Choi Minyoung, Strafrechtliche Rechtsgiiter und Embryonenforschung, 2010, 72 ©]3}.
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ojgfet =7t FAekd Ao E7|AE oI wEkA FHoAE dlefd ez e
A edE S7IMES] e dAT 28N slEstke BARE sk 220
7M1 A3 A1y Al1se] tEH 7M1 HEet oA AEEEE
AA A7 SAst Sig AZAA T g BAIEZF AEe 27 stolA ofF
A= Eotehe AIZE TobH, o AHAI=ZHA] 024 ke FrolA 7
¢ 582 7 B RNERESA S7IAE) L AFoFAL . 28Al 55
& A2zl ofstd AZE wiolE7 M 2E A or WSt dAlE R
At S FoAHA XS HHOT Ee A Ul 2] g=mH7] Aol ooz fE
A5t vjotoll X 53 wsAAE7IAIRS] ARl HojH
Uo7t S7IHZH 2 viotl oyt B wioto] B3t Aol AL U
5, S7MZY A3z AT A4zl ofsha Hiokz “HR=7MEet A|Iz0] EA
tohd T A7 2 Este] 2 AR SE9] A7 Re R Re A3t AsAdAE et
AL Qe mEbA E7IAEHE Ut wioterHIZE WA uiz e
(Pluripotenz) & AH& ALz HYsto], A< 2be A= 7145 Qe i
oot TgetsHAl FHESAL U =%t HOE SEl UK HiokE7 M EE o
o] 289 Hpoll A et 12| sjok et E7 Aol HiokE 2 oju]o]
A Zsd AER st Q7] wizell YAl A8t BEsiAIA = iet. et
A =M U3t HjolE 7N EE o] 83t AFE cke Z2 ol e
o] dHHE Mx= HEE & e U WM 58=t.220
ojFgA ELoJA = HiotE7 AR olge] dAT ARt FaL 7] wEel 1
gz GAIS7IARE A B2 e =0 53, FZole 29kt AM=E
£ WA Ax= AEske WY, & A7 s IAZGPsAIR) A7 =
WAL Ao, gHeF, o] fFERFsE7|M 2 ol8o] YLt IAEEAE A
ddojazofofEor QofEile SR she JAtdRe] 85 oA €
A, FERFsE7IMZ] A7e 27IDACIAE, o] 70| dutehdnid 4
A+

= 0
23} Hol o] g3t HolE7| M EAT] i LA WA AL HYRE fam

ol

S

S
rl

220) Ulrich Schroth, Forschung mit embryonalen Stammzellen und Priaimplantationsdianostik
im Lichte des Rechts, JZ 2002, 170% o5} fifE=E—, Ao =&, 163¥ oJ3}.
221) #EEFE—, 99 =&, 1659 ©ols}.
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Zolet. sHAJE, ofo] tigk EAI7F A gle AL oty o AFAH, A=

o] giokes A4 or Ao APES oulsi, 5442 dAT= 0|24
oz HAEofoF gttt SHAR ofd A27} A5 THA=A
HE o QoL o webd dds] Az HATAE T

A5 OR TS AAPHo] @ AL EASHA Stk ulgto] giek.2)

() oFEH

ol4l9]= 9] HFE HolA AFHE a7t oJorE Jiidol ol8-E eoll= ofof
FHE SHOE ok AT A8Hth 59 AR ATelgookEq
gk 42 200749 11€ 1399] 7823 9 FHALC|AIE]9] 20079 A|1394%
ECTHAI(Ol5t, EUAS 9] m o ofRt2)Z =3kt Zlo]c}229) FE A 2]
(Regulation, Verordnung)-2 2-& 7Fd=oll ¥4 a8E v S oulgit.
o] FaEH, 7H)=9] Wl AR EUTFEe] SAAE L, AHEH R 7HY
9] AU A= YHI} Eo] Hig FUHY AYS 8E oH4] o= fEo]
Fojgtt wehx Adolmoloky FA49] FEjE Seh 9oREo] w5l

=}

R
o2 FU7|HR FHYFEH(European Medicines Agency, EMA)C| A &35l

83 o]Het TSRS AAR ok AAFHE ARE o835t YA FoA=

EUEZZ 355t0dof Bttt Y2 o] gAIE et dxH8 872 “QJokE9]

AAFAIF A A of| T3t 712(Good Clinical Practice, GCP)'& 402 o 7AIE

AR5t TR o R tf-Sstal Urk o] H Ao = ojekEa] thsto] EUAREofA]

e S e 2, o] loREel thet kA 0 F W} 71”13 AololA

U= o] 9IA| Yol EU 42 A= ATY82oREo] S8 A4 o] EAYSIIH

Ao wigEt 20

222) |9 REEE7|NEE BF
23}, 4vto) WEOHS W, of
= Hizdo] A7|dct

223) o] EUAIHe] 7 oJeFE12](Regulation (EC) No 1394/2007 of the European Parliament and
of the Council of 13 November 2007 on advanced therapy medicinal products)< 2001

A835 ECA M (Directive 2001/83/EC) @ 2004W A|726& ECT2(Regulation (EC) No
726/2004)& =7g5to] A= Qo

8 AALE WA AEo] olzle] AR olge] AFasl
AL FAE0] Qs A4 BA0| 22753 FYe Aol



HoY HuUHH HE 117
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22 oA olefst B 0% AglelA 4§ Ei Folsli olth nhxjstow,

EUAEO] m oo E+12] A2zl wt AEA #8E 2V A thadt 22 F

A
T 2Aog 49 Jolv E4, ATHEE AW, &, SVAE F2o= it

A HgANY] Sl S4E 2 Aol HolAu i oleftt B0 R Qg ALg

224) M=, 49 =& 1674 oJ3}

225) 7|4 FAAR Bk AN EX] F k] thet o= 20009 9Y 14%, 2009F A|120% ECH
Y32 % (Commission Directive 2009/120/EC) A15-2] A|450] AAs] +8= 0] Ut

226) fifG=E—, 9] =&, 1679 oJs}.
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QUHM|FHZO CHSH 22|t FAPEHY THSYt

AN B AR EE BootA ok B4 (TH A1R)01A 20099 49, SAAH23]
9] 9Z& AA 2010¢ 2€85H AP ATt o] H AR, YAl F<1 vijofe} gjote]
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Zusammenhang mit Gewinnung und Verwendung menschlicher Organe und Gewebe, in:
Michael Bohnert (Hrsg.), Rechtsmedizin. FS fiir Prof. Stefan Pollak, 2009, 278%H.
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237) AQeAS Aol A" IRE o] siFeit

238) Georg Freund/Friedrich Heubel, Der menschlicher Korper als Rechtsbegriff, MedR 1995,
Heft 5, 194 o]3},

239) EEM—AL, 99 =& 609.

240) Jochen Taupitz, Der deliktsrrechtliche Schutz des menschlichen Korpers und seiner Teile,
NJW 1995, 747 oJa}.

241) Georg Freund/Friedrich Heubel, &2} =& 1969. 0]Q]o] H|&3St A4 9] wax} 27
9] s Hluet =20 R Hadl, YaEIEel FAY Fio tigt WArEA B2t 9
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ot BAlol o] WAL FHO AN E AR R TS EY Lot 48F2
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SHAEL o5 ZAR 2 ARRlo] £ FHAYY] AdsF ol sigd 4= Sltke a47ds]
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20044, HA9| 71U} AARAS ] e ALY TET F
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5191 31,245) “Helmhotlz-Kohorte”2h= TR QIG-RAF ZE2AE 7L AJRFE| Qi) o]

AT G, & AFIY, Ag 2L WHLIL ATSES ke on,

242) Wolfgang Joecks/Klaus Miebach, StGB, 3. Aufl. 2017, Vorbemerkung zu §223 Rn. 19.
243) Georg Freund/Friedrich Heubel, 99| &=& 1979H o]3}.

244) Nationaler Ethikrat, Biobanken fiir die Forschung. Stellungnahme, 2004, 38 ©|3}.
245) Deutscher Ethikrat, Humanbiobanken fiir die Forschung. Stellungnahme, 2010, 79 ©]3}.
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246) B AASl= https://nako.de. BA7IA] 169,068 i} Qlthal 31K2018 89 299 710).

247) Deutscher Ethikrat, Humanbiobanken fiir die Forschung. Stellungnahme, 2010, 50% ©]3}.
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248) Nationaler Ethikrat, Biobanken fiir die Forschung. Stellungnahme, 2004, 24® ©]5}; Daniel
Schneider, Data Protection in Germany. Historical Overview, its Legal Interest and the
Brisance of Biobanking, in: Peter Dabrock/Jochen Taupitz/Jens Ried (eds.), Trust in
Biobanking, 2012, 178" ©|s}.
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(1) 5t 7HEe 99 277 Folof wiet BFH AT

Az Foze] e 2 AAFEE +4 - Avhe Aldolde A&

250) Nationaler Ethikrat, Biobanken fiir die Forschung. Stellungnahme, 2004, 91 ©]3}.

251) Nationaler Ethikrat, Biobanken fiir die Forschung. Stellungnahme, 2004, 129 ©]3}.

252) 22 Aol AARHE2FC] A% MET JHY HA K E 9t 43 AR
o] x3tzjo] Qlojof st} o]of thsfA+= Deutscher Ethikrat, Humanbiobanken fiir die
Forschung. Stellungnahme, 2010, 509 ©]5}.
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253) Jochen Taupitz/Jukka Weigel, The Necessity of Broad Consent and Complementary
Regulations for the Protection of Personal Data in Biobanks: What Can We Learn from
the German Case?, Public Health Genomics Vol. 15 No. 5, 2012, 2634 ©]5}.

254) Jochen Taupitz/Jukka Weigel, 99| +=& 268H.

255) ZZH F99] A fFRA ofFo distol= 9de] tigo] ik

256) Jochen Taupitz/Jukka Weigel, 9] =&, 268H °]s}.
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257) Deutscher Ethikrat, Humanbiobanken fiir die Forschung. Stellungnahme, 2010, 30 ©]3}.
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(3) A2g: o] &2 st 51719 W-L(Festlegung der zulissigen Nutzung)
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2 o] B9 APAPAREAALPIY AL A T FYFANA
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A%, 2018.3, 110%.
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A AR o= FEAAdL] AASEAC B AH, 7 QA7 F7gulor A3 sk A4
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pdf(2018 9¢¥ 259 HA)

324) HLILZEZ, WAAEDER - AEMFHEITZEC BT S BUrfESE, = U 2 b Al12475, 2003 -
6, 37-38%.
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Abstract

Use of Human Biological Materials and Criminal Policy

Choi Min-young * Ryu Young-jun * Yi Sun-gu * Son Yeo-ok

Main purposes of this study is as follows. Recently, there are much controversies
over the nature and legal status of human biological materials. Considering there
are still much uncertainties surrounding human biological materials, this study
clarifies the concept of and classifies them. Then, it deals with the nature and
legal status of those materials and lays foundation for establishing criminal
regulations on use of those materials. Second, it analyzes actual status of use
of human biological materials and biobanks and examines not only related laws
but regulations so that appropriate and consistent criminal justice system could
be established in Korea. Third, to present a point of view appropriate to the
reality of Korean laws and propose proper policy alternatives to regulate them,
this study compares legislations and regulation systems on human biological
materials in major advanced countries in this field.

In fact, human biological materials are defined in article 2 of Bioethics and
Safety Act of Korea, so far they are still strange to many except a few of experts.
Currently, discussions on human biological materials are limited to the legal status
of them in the criminal law because the criminal law provides only traditional
concepts of human body. That may be the reason why other special acts provide
use of human biological materials in detail rather than the criminal law. When
examining those provisions on human biological materials, practically, it is hard
to understand them in the frame of traditional concept of crimes. It is not clear
whether human biological materials could be the object of theft or physical

injuries. Contrast to the reality in the law field, advancements in medical science
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call for discussion on how we reflect those changes in the defined meaning of
body in the criminal law and understand the benefit and protection of laws of
physical injuries and assault. In addition, like other science technologies, it is
difficult to regulate human biological materials solely by the regulatory approach
of the criminal law’s own. Use of human biological materials involves not only
legal issues but other complicated ones for example, protection of the privacy
and personal information, possession and patent, commercial use and division
of economic benefits created by them, ban on social discrimination, use of
biological matters as source of welfare and etc. For theses reasons, use of human
biological materials should be regulated by disciplines of soft law and hard law
such the civil law, the administrative law and the criminal law all at the same
time. At the same time, the function and role of the criminal law should
considered in relation with other laws and norms. Under the current conditions,
it might be practical to promote coherence between criminal laws regulating use
of human biological materials and biobanks and realign them systematically in
the short term. Furthermore, it would be possible to introduce basic principles
of regulating use of biobanks in the criminal law and legislate general provisions

governing abuse and misuse of human biological materials.
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