
!"#$%&'()*+,-.
!"#$%&'()*+,-./0123



!"#$

!"#

!":#$%&'(
)":*+,-./0123

456789:;<=>?$%&'@A10BC=DEF6GHIJ8K
CRO23=LM*+,-./0123$%&'()NDOPQRSTU
23VWXYZ[N



%&'(

• $%&'()*+,-./CDISC012345678./9+:;<=>
?78.

3



Agenda
1. @ABCDEFGH
2. CDEIJK-4LMNO
3. PG1Q/RPSTUVWXYZ
4. PG2QJ5[\].CZ^_`a



)*+,-./01



,-.23456

1. CDZbcde[\fX.ghiTj[\klm

6

eCRF Spec eCCG DVP EDC
!"#$

%&EC
#$

'()* √ √

+,-. √ √ √

/0-. √ √ √ √ √



,-.23456

2.no;pq.rZ;sOm
eCRF Specification

7

DVP



,-.23456

3.tuvwxyTz{|j}~;Tz{H
�1����G6�
�2�tu��GT80%-90%Tz{

�@Q

8

!"#$%#

&'()*%
#'+

%#,'-. /+01234

%#,'56
789.

/+:02;<

&'()*=
>?%#@A

BCDEFG
H4#@A

>+34



,-.23456

4. bi�����.��������CDISCCDm

CDqM�CDEx�y�

9

!"#

789
:;<

!"#
$%



,-.23=>?9@6ABCDE



,-.23=>?9@6ABCDE

&1

• 234564
781-29:;
<=>?@A
BCDE@AF
G19HI4F

• &JKLMNF

OPIGQ23

• 234RSP
DT78:?
'UVCDASH 
IGWSDTM IG

• 234XKY
Z[?\@R
]^_`aN
?bc

MN/Z[

• $dMN();
efghij
kilmin
opqF

• rstZuF

vw

• xyWz{|
x}~IF

• ��569:
?23478
��F

• ��z���
��;234
78��F

11

��� b� K���K���y1 ¡



;01FG:;<HIJK9LM



G:;<HIJK9LM

13

¢R£EDC¤IJFT¥¦4^_.R
PS§¨©oªGm

¢RLibrary«RPS�Gm

¢RLibrary4¬CRF Spec«RPS
�Gm

ªGe®¦4^_¯°
±�T²�m�@³)m

ªGeªGe®¦4^
_¯°´µ¬´¶r
ZT²�



;02F3NOPQR,MST>U



3NOPQR,MST>U

15

CZ[\

CZ`a [\]

[\^_

^_·¸

/.012345



OPQ1FVTWGXY4Z.

16

Ge¹�º»_·¸¼b½¾¿TÀÁ^_m

• jÂ;ÃÄÅÆÇyÆ
• jÂ;»_·¸ÈÃÄÉÊËÌÍÎÇÅËm

»
_

·
¸

Ï
Ð

»_¬/ÏÐ8ÑE



OPQ1FVTWvsXY4Z.

17

»_¬vsÏÐÒÓ8ÑE

ÔÕ1Q@A��+�a������

ÔÕ2Q
���������;���a����?���� a



OPQ2F[\]^_`abcLNRd,-.

Ö×ØÙ¬¤¹�ºÚ�ÛÜÝ¼
»_·¸TËÌÍÎm

• »_·¸TÞß/Ú�ÛÜÝTÞ
ßjÂàá

• ¬¤¹�ºÚ�ÛÜÝjÂ£U
âÜÝ

• ¬¤ã»_ÒÓäÇã»_>?ä
Çã»_åæäjÂ;ËÌÍÎ

18

ED
C[
\

CDE



OPQ2F[\]^_`abcLNRd,-.
LNRCDE

19

^_·¸ç�



OPQ2F[\]^_`abcLNRd.

LNRCDETJ5¼èéêë

20



OPQ3F[\]VTef.

GeìíÞîCTïðÛ^_mñòó9³.�»_·¸gôDm

21

õ¬ö5^_ :;¬ ÷^_

�Q151*ïðÛ 0ïðÛ.÷MMø^ù·¸



Thank You!


