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“...the term “regulation” is used broadly in this document to
include the full range of legal instruments by which governing
institutions, at all levels of government, impose obligations or
constraints on  private  sector  behaviour.  Constitutions,
parliamentary laws, subordinate legislation, decrees, orders,
norms, licenses, plans, codes and even some forms of
OECD(1995) . ) . .
administrative guidance can all be considered as

“regulation”(OECD, 1995, p.20).”
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RNA ez =7taE3stdT2lo] Aitsle, Zg2uv Adr|fier
g2 5= gPCR (Quantitative PCR) A3 9] XS AS
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Ay s 5
 ZF F7te] SR EE AAHo 7 Hulsty] e 285 FAHe R S
20204 12¢ CCQM(%@%}X}%%}%ﬂ)Oﬂ éi 167H51L 2170 %7}5—7@35
|

— A E=FG A3 (CIPM) 4tslel= 3te W wlo]l e Fofe =
HETE &35+ CCQM(Consultative Committee for Amount
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o F 10709 A -A3]7F s+
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7§ (Cell analysis, Nucleic Acid Analysis, Protein Analysis) +
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(Nudleic Acid ‘GMO (genetically modified organism) &9l
wlgFe] oF A A
Analysis) DNA w=3 A e
DNA AHAd 3 SAHEFA 7| 75
g 2 W ZEALFA AA FHR(YAAE S)
PAWG SARS=CoV-2 1A Ak (olm| = AF W sElo] T 7]H)
(Protein AEY £ | EZFEH A
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I:I
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2 B S0 BHE Fwaleln,

elofl FAA WA, AxF =l E7IHE vio]l L W 5o
xE ‘} TAEE N F Y

— TC212 (Clinical laboratory testing and in vitro diagnostic
test systems) #+IeolAe= AtAHA 2 A e Awtr| 7)ol Aut
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ﬂir
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= =
5 =56

5
MM
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o BEEW EFE0R QPLE FAY

2) HloledlolH EF
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ojom, oo FFalE BAL 4] FBOoR FY
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Elof dlo|g| AARgo] 7lssliof 3t

- 19 -



<#T> i ZH(AANTE)Y Hol ooy EE #

- 120 -




- 121 -




- 122 -




- 123 -




- 124 -




- 125 -




- 126 -




- 127 -




A2 nlole srA|=3t TA 5 A o] Yukel
1. vle]le HAl& A7 FAAS =d Al

A

E7)AE 5 ulole ﬁ%‘—ﬂ%—% sl 4

S

1 71&gAl3

o AAAT}S)
A} 7 A AH o &S (disruptive change),

Hoz weA 44 F

- 3 Qe A A A Eeel A AEeed e Tt
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WE o JEZ A1 F8Hregulatory science) HTF7F &
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5, ME2& A7 2 AR AAY A3 & o= kA T

s} pe A2e FAE T HoATE FAFEtOR 15

ol that TRAEE 73

o
ofl

o ST, Fafjele] FATS Ade Ao TG Aol

- A& 9ekE ZAE 93 EFE FAHEES oy, o]

As) GJokE SO A VALY 5 U stolsekel A
9 7 AHy A F37)

FATS Aol i Fule) A Aol

SN
2
olo
o
>

[0 27 = A o]

@D R&D, Akels|7), Ak 5 Z)
GHSE A o Ao HE e dle] A vy

- 129 -



| 5 U3/16EE 20 AU A7 A BA A2t
FAGel 8T D sAl, Ak A

© A7zl W A =EHeR e A AdR v E 5
Ad B 2 = 2 A RN e AR-Y s -9

=
slol e HATY S A%y e £BHPo ofdal, WE |uke)
A3 Fhx e} FeHel 7| E

< AAsle S/

A A AA B

o Hiole Hwt Fr|zol ALZ|H A w]|A IS APl B ste] w)
2] AN xE A Reke gk wiztolgpel of
T =gl s
o2 Het FHriEol
T e 7 A

A, A3 ghelst e
s FeEARY AR FRE Fo YY-A=
— chekak AlZel A Al HE FEE um

r/H-c:s_ Hl-a];c—lo =

A Elst S Aol elFeld

= A5 A A FAHE AT A s, 71

FA| 2ke] )RR 24T 248

- 130 -



— wANE Fa old WA sl BT NLEL Ed
WA A= 4
- Ag JEelA doldl et HEAHAE ARE b Al
a

= gAls ATE &P dedt 7

L

N
Yo
P

Lighd

<2¥ 11> A8 7]utke] 7| =372t

<H1> 89 FABE AT A

O (#38) 7AAs 5%
o FAE FAe fY FEHA
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Qlo] ofx] $AE| A b AHAL ofn|FHEI A& A AL, 2020)

@ CIRBY #%=7| 7 E(initial reviews)

- 360 -



— Z7] 4 E(initial reviews) Aell, primary review TAHAE 2% (1%
}at Hof, 17 B|Zst Hof)o| o A7t HES, 3|9 2 A

7FA] kA E AASEed e—panneloll A &S| oF

— CIRB7} od+&

— CIRBE %% CIRB 59l A] PO Zelx $elsl FoAet ¢ %4l
HFA B ZEEES AT

@ NCI &4 #F 59

— NCIx= CIRB £¢12 93] CIRB7} S F3sl= WA 28-S AESD

AT o AFelA FHEF s WH

fo

© A= HEHZ A7 w=

— AT Aol HF Sds wow oF oA NCI A HEH=
7} AE A=A Oo R wlE. CTSU(Cancer Trials Support Unit)= $iAlo]
Eof|X 372] CIRB +41 gl sl =29 A7l e A= AlF

® PI7} CIRBell $13ZAE A&

— A77F wEEHE M 7o 4 A7 AFE AEAE
L. XA AFE x|Aste™ Pl(Principal Investigator)”} CIRBell
5=5H AMv 7| oot 31w, PI= CIRBSF €4 $<2l% Principal
Investigator Worksheet”} gloejof gt A5 A|Zsl7] ¢l8] Pl= A

H YA ES AAsta HEE $l8] CIRBel A&3

@ CIRB= =22 HAHX2E AEE 43

- 361 -



— CIRB9] A 43 4£9d3le ATHE HIAXNEE HEsSIL BAS

o3

® PI, 371 7] W3+ CIRB ¢l
A

— CIRB 2% HI2E L9371 I3 EE S<lstd, CIRB &%
AFAL e AL Adste] Pl wwl PI7F 590 WA wew
S el A ATE AT F U

<X 11> A|9H9 S} IRBe v]5 NCI9 cIRB H|

Alokz] Zo}RB NCI cIRB
HAL rok/\} A 34725, %‘ﬂd *]?B%‘ 2 | Common rule 45 CFR 46.
A “~,-5 S9] qbAdof 3k 72, 9 {34 | FDA 21 CFR 56.

TUIASIASI AR e %OJ LE e sl Sl
o)AR|3le|| Tle] Tl 7]40]‘/} H Aol ] NI CIRB7} A S tjEsl= [RBE 71538k

=g H 2 71E S E| ] d
=34 2ol8} 2= elom] Zqlo] AXE oAx|AS | 71| CIRB AAF 5 718 7Rie] At 2t

ool @ 2 @s £ glotfe Az A2t
P YE| = shbe] A(M)eEuk | = NCI-CIRBSF WIRB 25 45 CFR 46.
TAE A = g 1079} 21 CFR 56. 107 wiz} IRB
Aeyg) | S sl e 3 TR AERorz TALE 745 €
n;:—gle T= g 7EA Adstofell AUAA | = thekdt wiHES THAl FHA SHoR
A ASAEE A=A LEE P86) TA = ook 3
T = OJghx|ofehetsl el H= °Wﬂﬂalfﬂ=°— = 2|4 19O ek AEvket F4 199
oA SE AR 1 ofifo| Hi=A] 23t n]3}st AE71E Eets)okgt
5EE A = 7R R AR F4 17 2gslojolsh
g | ST SRS SPIEE SRS IR 1ok a0 W ) 2o aels)

AEeleRaebdald $]lo] He3 RIS

4

AR A AR Al ALAST) | Aol Re] IRB MangerE &3 A8 AlE

Ik
13
H
oF. dlolE Awdx

= 7ls oA

- 362 -



(1) I8

O wlole Andze] e

o Ho|lEHe ZF8 Aol 4B ZAREFEW
7

| 2 2
Beloh HAH Yol AMdart FERD 9L

LN

o 27k wfolo.tof HlolE] ol A B AE A Zow =olv} wgiriw
ol 44 71&el WAzt wdolee] oo delolAs oA

+=od-Fe|dA] Fol tigk AMIA FHo 7 =97 A HE T &
o Holy &3 THI} HAEZ NAHCZ dHolH3H(NUAHRHEITH,
AR FAY ) ASAR)o] 20 NAE oY, E-&ef oA A7

Elo] Qlof |t B-§ FHel A olsprt Al7|H

b
)
of
=)
i)
~N
g=)
mE
i
hs
2

(] "dlolg] Avd29 7y

o dleolg 74HM 2= IFAL dolHE RSl sl 28-S Stis)s)
thorgl 1A AES TESIEE k= dloy] 3] AAIL (Aol 7194, 2016)

o Foleo MPez dolg AWMTdAE dolg AAF o] thEk Al
A 2 FRE oA ZA L FAE & v (Ladley, 2012)

o 7|gddlA =3 AFLsl= dlo|le] Ayl A(Data Governance)@t ©o]E]
o TR, 84, B, BbAE W] o1 AR ZRAA
S oF Zzglo|HA], HokA dHolHEA, IEAAH TFE UEY

(Laudon and Traver, 2011)
o Z2A(2017)e wrEm, "ldloly] AMuUA= “do|gle] EARA Zlo|y

- 363 -



Al B35, dloly sy, dHlolH AHEAS 3 vlo|H 4 2 e

of et 5 AAA ol A=AAE 2lvld

A 37| FH(1S0)= dlole Ay Ae] NdS £419] do|y HE7|&
o] FIAoT SAsA AYEEE=E Hr7F  (Evaluation), =
(Direction), EUYE & (Monitoring)st= AAZ AHIHISO,20154 )2
2R AWz W& w e tigk WekE A A

[] OECDY dlo]g] AWML Hagt

@)

3 ’5]11 21%3] (CDEP, Committee on Digital Economy Policy)} B 719
3](HC, Health Committee)”} &5 22 #HieokS 7lukgh

A" A AR 9135 (CDEP)¢F XA (HC) = 14l &%
o] Axgle ni#Eslr| 2 ojsta, Aaeks ey ¢sle] felA
HHe W $A, AN, FE7|E, BARA A, ARIAE A
7F 656 o2 FAE AEG(Advisory Expert Group)E T7AI%

o) gdloly AMdies el AE Be 9 dlo|y Bl e}
A B o5} g T o]ee rlodsl= FAAR] AFE FXlsia

AT BAL P 915 ZA)

(2) Blo]l2 ©lolE] Awdiel H8A

- 364 -



[ vle]le dloje] A-AA SHAAS o

o dlole FHH HIWE Lolo that Holrt Aot

- AURRREYS AR A2 hol=sd e AUBaE FUn
A Aelstn glom, AReeolds AR EE A7l B Gu

S

o
S ERP AUIRIRE AYHRE 23 9
B AHdgun sy A23E Algeld Folsta oo, &
2 F o Aygos Wﬂﬂm WAL, AF

DR R Wole] £ete Ao Ao

o dolE FA HAA WAst= Holy &-§ Folol wizh Fol Aoldt
| %

— el q ARl dste] gEA(HAA Fe)e Aual 9o
AUBS Aol 2SI AYARE AR AAE ]
"ash} Ajolne] Tgw ohe omarel] dole] SEoRL(FAIA Fe))
o] %54

~ “dele] spmAe slolselele] wet PR A FEIAE
b Agsie] B solselalel A WAlskn ol Bl W) PuFAo

59 glo] go] seal, ARFA L QT we} Holy FES FA

T HRHOIS SUHo2 LA B3| AT BRRARD

=
ro
o)
=
lz
fols
g
2
=)
o
il
Ra3
ol
l“ﬂ K
0
dlo

- 365 -



— 7R B A2 A=

SRS

o Age|HAl

A )l B A
shwl, b A ] HA (FA A,

7t B E

o NIRRT

;‘c{ o] A=

GDPR+
7

2] 8l oF s},

Ay, kA o

B Az 2

fodloly &

ol o
=]

e st= A7) gk

?ﬂ“?‘% 7913]] H]-o]o

TH ] AFe W

1.9
’ TS

A 3AA A A5

Wakahal e

Mol A 1o x e B A
1 EA Qe &

71 _u;_.%

HolHE &
HRFA L T2 9o

el e Fdak Abr7E sdejol dvta Ax|shE A, 2

AL 5 A3Apel| oJg AHe|E

S, 7k #

o), 7he A2l A%

ol =
olafA] ARr=A 9 Z o

£ FA A

AR R E

Y

Aelst7] a4

)=
RN

FA3HGDPR A

(e]

—_—

A SRR A Al sk -

- 366 -



— NARBEAR AT} M A RS A AN A AletaiA st= A, 8l

o JEYRE HS sy Jed Ao =2 Ad, 9 AR

FREA, Gue) W, A3} £YsIA ke AT BH 58

qow meslo} ¢

o dF-E 7kt A3AA AlFst

F AE AA dolHe AF A%T By HOk e, 7 g

- ARFA ] Fo flv AARAR AMAFo] JheiA, 2B o] F

=
o}
o
ol
-
T
T
(o]
0,
ju]
=
iy
2
rd
i

AE7F AA Ale Aeles FA%

o tlolHE &&st7] #13 BEs Wicke] FAHS dHeolH AA 2ol F<
|

— whole Boke A9 HolEe £A3 Ael ulge] Ea

C]'l__
bt

dlolBi7} 7] witel tlolg|e] Al=dE gtRsta oy e vg+&

LI e
F7v1 dloly] 4% SyE T2 37}l 9)E& (Bresnick,2016;

Hovenga & Grain, 2013; Tse et al, 2018).
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(Review and approval
procedures, as appropriate, for
the use of personal health
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do not compromise health
data privacy and security
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commercial or other legitimate
interests.)
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