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"1 Disclaimer and Disclosures

: i" * The views and opinions expressed in this presentation are those of the
author and do not necessarily reflect the official policy or position of CDISC.

4« This presentation is the presenter's personal opinion and does not represent
the organization.

* | have no conflicts of interest to report.
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CDISC diffusion status in Japanese academia




zi‘;;;;:-:'ff CDISC diffusion status in Japanese academia

* Results of CDISC Implementation Questionnaire for Japanese AROs

. (Apr- Junj2020)%
- CDASH, SDTM, or ADaM have not beenimplemented : 65.9%
?5::;""? * Number of Data Managers : Median=3, Minimum=0, Maximum=28
* Obstaclesto implementing CDISC standards

Lo «  Human and economic effort required, lack of resources : 85.4%

A «  No personnel with knowledge of CDISC:61.0%

« CJUG/SDTM Shin-Ahiru-san Team (launched in Dec 2022)

» Applications flooded in for "AcademiaVolunteer Members who want to be CDISC compliant
but have been unable to do so".

It's not that ARO staff in Japan aren't interested in CDISC,
it's just that they want to implement CDISC but are unable to do so.

%1 Nagai K, lkeda Y, Ohno M, Saito Tl, Hinotsu S (2022). Current status and challenges of CDISC standard
implementation in Japanese academia. Japanese Pharmacology & Therapedutics, 50, s51-s59
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" Current Status of ARO in Japan

« Japanese AROSs’ role is to assist the investigator in clinical research.

» AROs are attached to hospital organizations, many organizations are staffed co-medicals and
do not have computer science specialists.

« Small size, little funding and staff.

.".+ Even the ARO staff members who participate in Shin-Ahiru-san team only
attend about an hour once a month as a web conference, and the rest of the
time they must study on their own.

-

We need materials that enable ARO staff, who are not computer specialists
and whose native language is Japanese, to learn CDISC on their own in a fun
and enjoyable way without losing their minds.

oo
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Why can’t they implement Materials
.7 CDISC standards? for

i further

¢ i" e« Lack of Japanese materials for Documents

o entry level people to study o in English

on themselves.

«.--¢ o Polarization of CDISC? o

i, . Pioneers (Ploneelfs '

§uezeert . p le wh , perspective) People who crawled out of this place...
eople who can't get Brief * People who had a full range of

: ' over the barrier documents materials and senior staff

(with some kind of extra support)
* People who worked extremely hard
Geniuses

e need materials

to overcome However, AROs do not have

thiS bar’r‘ .er',l such materials
or human resources.

il _En ) o oen
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Introduction of CDISC Neko-channel
published on YouTube




21';;;;:-55f Features of CDISC Neko-channel

"+ The CDISC Neko-channel is a collection of short videos aimed at
.. beginners who have no knowledge of CDISC, as well as beginners who
+. have studied it a little.

i » Most of them are short videos of less than 3 minutes.
* The viewers can watch them in your spare time and never get bored.
=+ e |tis provided by Neko-chan personally.

« Since it is not an organizational operation, there are no meetings or proofreading, and we can
provide information quickly and with free ideas.

« Rather than Neko-channel teaching viewers various know-how about
CDISC, viewers watch Neko-chan teaching the ignorant girl Zunda-chan.
« The viewers can easily view them without feeling inferior.
* |tcan add humor to the videos.

» There are currently 33 short videos on CDISC Neko-channel.
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Example : English Version

| am sorry, but there is no English version of CDISC Neko-
channel, and this English version is only 5 pages translation for

this presentation.




Even cats can understand
¥CDISC channelyy .
What is ¢DISC? |




What is CDISC?

Nah, that's a different beat, honey. That's a CD.
CDISC is the international standard for clinical trial data.

@ Huh? I'm lost...(>_<)

Don't worry, I'll break it down for you a bit more.




For example, traditional data...

Demographic Data For instance, even if we
PatientID | BIRTHDATE|  SEX e receive data like this, we
won't understand what
It means.

0001 04-05-06

0T Vele |

The birthdate order

| 0 | Female | isn't clear, and when it
says '1' in the sex
6-May-2004? \ column, we can't tell if

f-ﬁg}rl-gggg?) ~ : it's a male or a female.

l



For example, if there are three studies...

e Study A
« Demographic (DE It was all
jumbled up
0001 84/12/31 32 like this.

e Study B

31-12-84 M different format

e Study C _ This is a messl|
« Demographic (BACK) different order The ones

BJECT INI 3 ..

SUBJEE SIRTH receiving it
T 19841231

S 984123 must be so

20170501

annoyed.



The CDISC standards were created!

So, you know, they came up with these CDISC standards.

Like, for patient demographics, look!

STUDYID | DOMAIN [ USUBJID | -- RFICDTC BRTHDTC | AGE | AGEU SEX
STUDY-A DM 2022-10-23 1988-08-08 34 YEARS M

Like this, they set rules for item names, order, date formats,
and even using ‘M’ for males and 'F' for females in gender.
Once they established these rules, trials won't be all over

the place, and we won't have a hard time understanding the
data, right?

The people who made it are amazing!



Example : Japanese Orinigal Version




CDISC->T7x(T 7




ez S ETCOT—XRIE - - -

« 51 : ,u%ﬂ%‘ﬂ;%

1 2 A&T 2 %
%bof%\ T—XD
RBEDHD 578 WL K13,

‘i PR
2004458687 *?75 WL, MR

\ 1 ->7T.
’? ~
38822@225{; | j ENZHHH SR L

HEH->THEBKRAT WL
CeA (B



7mE 2L, ARD 3 DHo7z00 + -

* AT S A 255
B R (DEMOG)

PATID BDATE |
0001 84/1
° BE 7o

HZE5=B
‘ IDNO ‘BIRTHJAY‘ GENDER | ONL,DAY

AR
T, /N7

EX

ICDATE

Z712o57=D
S

F—AORHES

o CHItZT : LHEpLbyp
» BEE = (BACK) S mromEssEs B Cean !z
SUBJECT IN| BIRTH c |7 GND

nC», HH
S A [F R BT
1o

Sl 19841231 20170501

/L_;\




CDISCIE*E 5 TWH IL— LA TE /=D

7-hwnta, CDISCEZZE > TWH IIL—IILHATE
)

PIZ ITBEERTE LR, IH5ET!

STUDYID | DOMAIN [ USUBJID | -- RFICDTC BRTHDTC | AGE | AGEU SEX
STUDY-A DM 2022-10-23 1988-08-08 34
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How to Use the CDISC Neko-channel




Preferred ways to use the CDISC Neko-channel

The CDISC Neko-Channel is a collection of comical short videos.

i+« Break time H
* On the train or bus »
i.c+ Athome

Best viewed in the following situations.

2023 Japan Academic Workshop 23



"7 Usage not recommended
The CDISC Neko-Channel is a collection of comical short videos.
¢..%« Not recommended for formal training.

s+ There are more suitable videos

o for such occasions. g COISC &l ft 2

cdisc

: « NHO Nagoya Medical Center SRR AR T — S
e ° CD I SC Japan User G ro up Clinical Data Interchange Standards ConsortiumDE&#i

1. BY: EXEROBBRT ERUAET—E0D
BEFHLEIG. KB, 8. T-H1TLEXE
PREVEERIFEZREL

2. B AV /N—: BFESH CRO. ARO, ITRY

Referenced from CJUG SDTM
Newcomer Education Video 15t~
“What is CDISC?” 1

(T — ' /
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.7 How to access these videos? (Japanese only)
Those videos can be accessed from “Links” on aCRF.jp.

b, ]
(aCRF jp )@” e
o ' CDISC | NHOZ 5 EER7 v~ —ARO (FEREH)

-

NHOEEEERZ >4 —AROD Youtube

CDISCA) = 7 — i

RO5 P ADYoutube

CJUG-SDTM (CDISC Japan User Group - SOTM team) | CJUG-SDTM (FEREH)

CJUG-SDTMDYoutube

—Neko

Or access from the E __@ Channel
QR code Ly O
NHO —

El?r Nagoya

cdisc E Medical

Center
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Conclusion




Conclusion

. "+ + Not a few ARO staff are interested in studying CDISC.

+.=  « By releasing free CDISC educational content, we have created a system in
Y which even ARO staff can easily study on their own.

« At CDISC Neko-channel, Neko-chan is working hard to ensure that no one
e falls through the cracks.

=1« The video creators plan to continue to further enhance the contentin the
future.

cdisc
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