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Innovating Data into Strategy and Business
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Innovating Data into Strategy and Business

&It

g,

2%

2HO[L 2+ F 0] o

tod

9|
cojor g 245

i=1
S

2

4o

12|, 12|70 b

Al

2| =l
o=

A AHEER 2L E

o1E

2l0f| 25t

SLEYA

4

o)

0|2z}

= AlE3HoF

=il
[=]

T Tt Al

FAYAIY

5|
of

ot

9|

ZahojA £

off ALE &= 22 E|0f

J4

pura
1o

1
ol

EA
A

Q
o

a

2|5t ATLEQ0f, MALAtY &

DEATEQ 222

Ch 24t AMAIEOIM AR =
21 CFR(Code of Federal Regulations) Part 11(FDAS| Z&t7|

| A
2 49

SIDELQOILALE

Mg 72)2

al
=

2
=

287}

-

o

~J

<n
ol
o0

o
of)

foD= 21 CFR Part 112

ol
s

27E/3

3]35167
—_—o

© 3 7

ey

(T}, YROME AR 24

o
AR

42|17} A2

SF, ABQ AT E 2021 S2H AU}, LY

=y

~r

.
B s=stolomorey
r ®  KOREA BIO-ECONOMY RESEARCH CENTER

Korea BI\O‘:-zDrﬂurola'am



22 A (intervention study)E 4=3tHLt

=
=

MZ2 2JofF, 2l=7|7|

!
__Ou_
E|

(=Rl

| ALt

o

3|

= 20/0 0|50] A

CH
o

Holo|

o =0l & =+

L=
=

7§45t

fAfzke] Al (identification),

SERE

ZICH
[=

-2

Bl

]

QICH A2 Digitizing clinical trials

-

&
[=}

2 (recruitment), A ZAL (follow-up)= L&Al

S35t

JBA2F TR Ve @20l ot

2t
(=]

SHEON Thet

| &4
5

0

tACE CIRE 7l 2

o

ol
__on_

an

xJ

ojn

ol

o

o

10
=

O|2717] WM

[e] al
= =

=

_Hjo|209)

o
=

OF
oF

o} 2420{(23.08.0171A]) &

HARSOAH olAS

afi

ol

A A&

ec]
S

Of A= 7HLOIM Of

YA

24

ol

2
(=]

A

FDAS| A|

Mt

al

Ch1o) Al B8 42 o)

meR

SHRHO| I TAIE]

KOREA BIO-ECONOMY RESEARCH CEN

.
e
r >

xoO
10 azurojowy

koreaB

v



Innovating Data into Strategy and Business

CHAARED

1. Decentralised clinical trials: ethical opportunities and challenges, thelancet, 2023.04.25.

2. Decentralised elements in clinical trials: recommendations from the European Medicines Regulatory
Network, thelancet, 2023.04.22
FDA issues draft guidance on decentralized clinical trials. Raps, 2023.05.02.

4. FDA Guidance Clarifies Approach to Decentralized Clinical Trials, ropesgray, 2023.05.05.

5. FDA ISSUES DRAFT GUIDANCE ON DECENTRALIZED CLINICAL TRIALS FOR DRUGS, BIOLOGICAL
PRODUCTS AND DEVICES, mwe, 2023.05.15

6. A3zt A AHIO|AY S| 571E SEAS SR, BEASZ|E, 2023.03.24.
S22 UM HRE "FAHE AMAIE . AZ 2 0|12, BT|ZSAH, 2023.05.10.

8. Digitizing clinical trials, nature partner journals, 2020

Writer Reviewer

HEE HR6j0[2Hsl AyHe

BIO ECONOMY BRIEF

23l 020239 108 | L3O 27| | YaHA] - eh=HI0| 23| SH=HI0| 2 A H L MIE
13488 H7|= YEAl 297 Tt E 700 (MES, Z2|0tHo|20t3) C& 15, www.koreabio.org
A 29| : st=tto| 2 & 8| SH=HI0| 2 ZH| H24IE e-mail : kberc@koreabio.org
97772508 GB“I)
ISSN 2508-6812

MEl T2 2L AMMSHEYA AAo|sATA ElZ

rek
-t
0.
J
i

*

e

B ezt o

[ KOREA BIO-ECONOMY RESEARCH CENTER
v d
Innovating Data Into Strategy & Business

05



