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Yuko Tamura
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She has 15 years experience as a clinical trial coordinator, and worked in
service planning for an eSource and ePRO service vendor, and has been
CJUG CDASHteam member since 2017.
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Organization: CJUG-CDASH Team
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“." What is CDASH’s value in CDISC?

v'Get which data/data format should be collected in clinical trial
: i+ vKeep traceability for data to be used in subsequent work and consistency

. from original data to submission

No format in study data Need formatting to meet
2. collected in sites regulatory requirement
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“/' CJUG-CDASH Sub-Team Activities

. . CJUG CDASH sub team are discussing about following four topics currently:

1. Investigate needs/advantages for using CDASH
i 2. Utilize CDASH standard using eSource

... 3. Create sample of CRF library in conformity with CDASH

. 4. Create sample of standard CRF completion guide in conformity with CDASH

This session will show some more details for topic of 1 and 2.
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Introduction of CDASH Sub team 1

Investigate needs and advantages for using CDASH




Subteam Overview

Investigate needs/advantages for using CDASH
o Proposer Team lead Team members
LU VST Yuya Ikeda, Noriyuki Furuya and Teruhisa Shiobara
: Takahashi Takahashi y ' y y
Objective
. .. »To make position of CJUG-CDASH team’s position in the industry more specifically and keep us motivated.
g > To promote capability of CDASH and make CDASH more popular.



Implified data conversion from CDASH/CRF to SDTM

y Excel based visualization

LOC. LAT. and DIR variables for controlled terminology. While the overlap &3

8.2.2 AE - Adverse Events
Description/Overview for the CDASHIG AE - Adverse Events Domain

. ensure that this overlap for these variables is not part of database design.

The CDASHIG Adverse Events (AE) domain includes clinical data describ any medical in a patient or clinical investigation subject administered a pha
not necessarily have to have a causal relationship with this treatment” (ICH E2A; available at https:/www.fda.gov/regulatory ). In with regulatory auth¢
the scope of adverse event coll (e.g.. colk events related to trial conduct. not collecting events assessed as efficacy endpoints). Events included in the AE
protocol requirements. Adverse event terms may be capmred either as free text or via a prespecified list of terms. The structure of the SDTMIG AE domain is 1 record per adver
responsibility to define an event. This definition may vary based on the sponsor’s requirements for characterizing and reporting product safety and is usually described in the prot

As with all the data collection variables recommended in CDASH. it is assumed that sponsors will add other data variables as needed to meet protocol-specific and other data col
area-specific data elements and others as required per protocol. business practice or operating procedures). Sponsors should define the appropriate collection period for adverse e

Specification for the CDASHIG AE - Adverse Events Domain

Adverse Events Metadata Table

Visualize texts and metadata table
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CDASH advantage and status of utilization

5 — data from Questionnaire for Team members

SR (5071115 CDASH: Why You Need Both pick up CDASH advantages CDASH Team
beoid, = questionnaire
>
'.° 1 Able to specify missing data

2 Use familiar format for date/time data considering data entry 19
depending on regions

3 Place fields in CRF to ensure easy data collection 17

4  Specify relationship of multiple data by corresponding row #, no 17
need to create additional forms like SDTM RELREC

5 Provide not only normalized structure but horizontal expansion, 15
acnist since sometimes normalization is not suitable for CRF
Create naming rule of variables
6 Create 2 CRF labels as Question text / Prompt to clarity data 13

collection details
Prepare CRF data entry guide



Introduction of CDASH Sub team 2
Utilize CDASH standard using eSource




"+ Background of this activity

* Increasing # of case studies of eSource, especially DDC
ik, | * Increasing opportunity of using CDASH by site staffs/CRCs
» Importance of CDASH as data collection rule

‘ - ; -
Medical records

(eSorce data)
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Activity and Objective

CDASHIG

cdisc

cdisc

Clinical Data Acquisition Standards
Harmonization Implementation Guide for
Human Clinical Trials

2.2

_|_

v" Provide additional information for complicated fields
to map, and fields not having CDASH variables

v' Consider appropriate variables/mapping to be
suitable with SDTM for fields not having CDASH
variables

cx Create

easy material for site staffs/CRC
(Case studies)
\l'




Utilize CDASH standard using eSource

From our current material: Our considerations:
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Summary




Summary

 The latest information about CDASH

Login  Cra

cdi‘sc New to CDISC Standards  Educaton  Resources  Events  Membership
https://www.cdisc.org/standards/foundational/cdash e s

CDASH

Description  Versions  Education  KnowledgeBase  Archive

CDASH Model v1.0
(20-Sept-2017)

CDASH Mods! v1.2
(28-Sep-2021)

CDASH Model v1.1
(01-Nov-2019)

The latest versions of the Clinical Da Standards Guldes (CDASHIGs) have been developed In reference to a specific CDASH model,
Y However, the CDASH model Is cumulative - each new release bullds on the previous model. Therefore, the models are considered backward compatible.

Version Related

CDASHIGv22 CDASH Model v1.2

28 Seotemer 202 CDASH SAE Supplement v2.0

CDASHIGY2.1 CDASH Model v1.1

1 Neverrisr 2009 CDASH SAE Supplement v2.0

CDASHIGV20 CDASH Model v1.0

; TR 25 Sepmerier 2017
CDASHV1.1 CDASH Serious Adverse Event (SAE) Supplement v1.0

18 saney 20
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https://www.cdisc.org/standards/foundational/cdash
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Thank You!

We wish to guide everyone for better
understanding of CDASH capability!
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