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Disclaimer and Disclosures

• 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.
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Agenda
1. Current situation of implementing CDISC in ARO
2. Introduce the Beginner’s initiative mock clinical trial ~ New 

Duck team~
3. Progression of team’s activity



Current situation of implementing CDISC in ARO
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Do you think the CDISC Standards has 
penetrated the ARO??



Implementing CDISC Standards in ARO
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Result Site Number

No implementation 27 (65.9%)

CDASH 6 (14.6%)

CDASH, SDTM 3 (7.3%)

SDTM 2 (4.9%)

SDTM, ADaM 2 (4.9%)

CDASH, SDTM, ADaM 1 (2.4%)

• Questionnaire Survey
• Period : April 27 to June 30, 2020
• Target : CDISC expert liaison committee of the Academic Research 

Organization (ARO) council, TG3(Topic Group 3) of National University 
Hospital Clinical Research Promotion Initiative (NUH-CRPI) , and Metropolitan 
Academic Research Consortium (MARC)

Nagai et al, Jpn Pharmacol Ther2022 ; 50 suppl 1 : s51-61



Reasons of obstacle the implementation
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• Shortage of human resource and economic reasons : 85.4%
• Lack of human resources with CDISC knowledge : 61.0%
• Not knowing how to implement the CDISC standards : 31.7%

Nagai et al, Jpn Pharmacol Ther2022 ; 50 suppl 1 : s51-61

But, ARO are not interested in CDISC,
but rather than they would like to implement CDISC.
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How do you 
implement CDISC 

Standards??

Nothing is doing…
We are interested in 
CDISC, but it’s quite 

scary to join the CJUG.
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Menu ?

Cost ?



SCDM Japan Regional Conference
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ARO wants to implement CDISC Standards, 
but we don’t know how to do it.

You can join the CJUG and build a new team.



Introduce the Beginner’s initiative mock 
clinical trial ~ New Duck team~



New Duck???

• Why the team‘s name is ”new duck”?
• The reason is that in the past there was a team that created SDTM datasets 

from mock-ups, and that team was called the ”Duck team".
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Build the new team in CJUG

• November 21st : SCDM Japan Reginal Conf.

• December 1st: Inform of Beginner’s initiative mock 
clinical trial ~ New Duck team~ through several mailing 
lists.
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December 9th : 45 members join the CJUG SDTM 
December 2022 Meeting.

65 people have inquired about the subteam's activities since December 2022.



Breakdown of New Duck team members

• 41 members in June 1st 2023

162023 Japan Interchange, 10th July

35

6

ARO CRO/Others



Progression of New Duck team



Strategy of teams activity

Protocol 
Determination

a) Trial Design 
Model Team
b) eCRF Team

Test data entry

aCRF
SDRG
Validation
Define.xml…
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Goal
Getting skills and 

knowledge of SDTM



Protocol Determination
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1. HER2
2. NASH
3. リウマチ
4. ワクチン
5. 医療機器
6. 血液がん
7. 循環器
8. 小児精神
9. 認知症
10.膵臓がん



EDC : Ptosh

202023 Japan Interchange, 10th July



Trial Design Model Team

• 18 members

• TS, TIドメイン完了
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eCRF Team

• 18 members
• Extraction of data collection items from protocols and EDC construction.
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Collaboration of CDASH Team

• Join the CDASH team’s activity on May 23rd.
• Discuss CDASH details and why important of CDASH.
• Share the CDASH team's activity materials.
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Contact
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Please contact me, if you want to get more information.

mkitayam@wakayama-med.ac.jp



Thank You!


