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all.

But, in the HL7 format of the format it was necessary to remake

Type2 | Using CDISC ODM ODM format from the HIS could not be output. It attempts to create

In REDCap Ver6.10.3 it was not able to incorporation.

according to the REDCap of ODM format Although uptake is an error.

Type3 | Using CSV_File no problem. If the note only character type and the project of the

format was possible incorporation.
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Abstract

Biobank data (clinical data and specimen data) owned by NCGM, including NCGM, are used for
clinical research (trials) and clinical trials. In order for data to be used for clinical trials, it is
necessary to be able to respond to the popular CDISC standard, mainly adopted as an electronic
data format of electronic application documents to FDA, mainly by overseas pharmaceutical
companies.

Otherwise, JCRAC data center is mainly undertaking clinical research data management led by
multicenter researchers (physicians), but in order to be able to bear the data center of
doctor-initiated clinical trial conducted by NCGM, the electronic application document to be
submitted to PMDA Is obliged to accept CDISC format from 2016, and it is necessary to be able to
respond adequately when the doctor-led clinical trial is implemented.

For this reason, we will conduct technical development and empirical evaluation for CDISC
standardization on common clinical data in both phases of biobank and clinical research data
management. And, we will investigate international trends as much as possible about the use of

standardized clinical data.

Method:
We designed the feasibility plan for 2 types data as follow:
+ Biobank:
1. Mapping between CDISC SDTM domains / variable and individual data format using in
NCBN central database management
2. From result of #1 , we examined the applicability to CDISC ADaM
- JCRAC(Clinical data):
1.  Adopt REDCap (Vanderbilt University) as JCRAC’s backbone system to use data
management and use CDISC standards

2. Feasibility Study using REDCap ( EDC -> SDTM or ODM -> ADaM)
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Result:

(Biobank)

As we reported in I.Sato et al (2016), regarding the problematic but classifiable items, out of the
variables of medical history, surgical history, transfusion history, and family history, the reasons
for the problematic classifications were because of disparities in the methods of categorizing the
selections and the treatment of date data from the SDTM. In addition, some question items and
existing variables had to be changed and supplemental materials created. A complete breakdown
of the “problematic but classifiable” items is presented. Overall, 50%—70% of the required items in
each domain were fulfilled.

Common additional items such as STUDYID, USUBJID, and ARM needed to be included to
achieve 100.0% fulfillment of the required items. The proportion of variables in the LB domain was
low at 33% because additional test items such as LBTESTCD and LBTEST needed to be included
(Fig 1).

Of course, there is possible also converted to ADaM (Kawasaki et al,2015), but, it is necessary to

pay attention to the SDTM compatibility of each domain.
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Figure 1 Proportions of required items that were fulfilled by the National Center Biobank

Network data in each domain (%).
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(JCRAC)

We succeeded in introducing REDCap as a core data management system for clinical research,
and we upgraded to REDCap which corresponded to CDISC ODM format. (Step 1)

At the same time, because discussion was also being made on research utilization of medical

information, we conducted a feasibility study as an object of survey here as well.

Input example

Context

Typel

Using SS-MIX Data

SS-MIX data because it has
become a basic GSV, character
type and the project format
of IT the note only possible
incorporation.

But, in the HL7 format of the
format it was necessary to

remake all.

Type2

Using CDISC ODM

ODM format from the HIS could
not be output. It attempts to
create according to the

REDCap of ODM format Although
uptake is an error. In REDCap
Ver6.10.3 it was not able to

incorporation.

Type3

Using CSV_File

no problem. If the note only
character type and the
project of the format was

possible incorporation.

Output Example

ODM format from the HIS could
not be output. It attempts to

TypeA Using CDISC ODM/SDTM create according to the
REDCap of ODM format Although
uptake is an error.

Using (SAS/SPSS)CSV
TypeB no problem.

etc- -

It is distinctive that we clearly state that it is possible to faithfully respond to the basic of CDISC.

By doing this, we believe that the infrastructure has become available not only for CDISC but also

for XML description such as medical information standard (HL 7 Version 3 / XML format).
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. — N ~ & | Facility/patient characteristics 9 DM Demographic 4 44.4 5 55.6
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