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Abstract

1. Research Activity
(DIn order to get the deeper information and the know—how technique about CDISC, not restricted in the
superficial information, the chief researcher ( Tanaka ) became a member of SDTM user group, CDISC
Japan in October, 2014. and participates in the monthly meeting. Specifically, we hosted monthly meetings
on June 12th, Nov. 13th and Jan.15th, in 2015 fiscal year, in NCGM Research Institute meeting room A and
B. In addition, the chief researcher was chosen as the leader of Database definition sub—team in the
dummy clinical research trial newly set up. we have contributed on team activity of SDTM user group.
(@As for CDISC standardization of biobank data
We submitted a research paper about the CDISC SDTM mapping of the catalogue data items,
accomplished in 2014 fiscal year, to the journal “Biopreservation and Biobanking”, the official Journal of
International Society for Biological and Environmental Repositories ( ISBER ). In the next step, we have
investigated the mapping process through SDTM—mapped catalogue data items to ADaM variables. We
found the conclusion that there do not exist any problems in ADaM mapping of the catalogue data items if
we can use the mapped SDTM variables.
@ As for CDISC standardization of clinical data management
In the EDC system ( REDCap ) which is the system environment in order to evaluate the feasibility of the
CDISC standardization, we selected to construct a clinical research example on this environment. We

then tried to study a few problems which should be solved in implementing the feasibility.

2. Research Result

(DAs for ” biobank “, the research paper was published in the journal “Biopreservation and Biobanking”, about
the CDISC SDTM mapping of the catalogue data items, accomplished in 2014 fiscal year. Moreover, we
tried ADaM mapping of the SDTM—-mapped catalogue data item. We found the conclusion that there do not
exist any problems in ADaM mapping of the catalogue data items if we can use the mapped SDTM variables.
We presented the result in the 36" Annual Meeting of The Japanese Society of Clinical Pharmacology and
Therapeutics.

@As for “clinical study data management ”, we presented our study on the EDC system validation which was
implemented in 2014 fiscal year, in “the 15" Conference on CRC and Clinical Trials in Kobe”, “the 35"
Joint Conference on Medical Informatics”, ” the Annual Meeting of Japan Society of Clinical Trials and

Research in Nagoya”, respectively. Also, our EDC system REDCap was decided to serve as an EDC to be

used in the dummy clinical trial of the CDISC Japan SDTM user group.

3. Issues to be Solved toward 3™ Fiscal Year



(DAs for “ bio bank ”, we confirmed that the ADaM mapping was possible via the SDTM mapping from the
catalog data item. The problem is left that the mapping validity must be shown by the third—party experts.
Further study may be done using specific sample data.

@ As for ” clinical study data management ”, because REDCap was decided to serve the dummy clinical
trial of SDTM user group, it is clear the problem what clinical research we should treat as the feasibility
study of CDISC standardization. It is a problem how in the future we share inside JCRAC data center the

knowledge obtained through the practice in the SDTM user group.

4. Research Outputs

(DI Sakakibara, Y. Tanaka and Y. Kawasaki, The feasibility study about the CDISC ADaM standardization of
NCBN biobank catalogue data, the 36" Annual Meeting of The Japanese Society of Clinical Pharmacology
and Therapeutics (Dec. 2015).

(@)Y. Sasaki, Y. Yamahara, H. Shimanuki, A. Toyoda, Y. Tanaka, N. Tanaka, H. Otsu and S. Mochizuki, A report
on EDC system introduction case, the 15" Conference on CRC and Clinical Trials in Kobe (Sep. 2015).

@ Y. Tanaka, Y. Sasaki, M. Matsuyama, H. Sato, A. Toyoda, K. Kitajima, Y. Chiba, H. Shimanuki, N. Tanaka, H.
Otsu and S. Mochizuki, On system validation of EDC system in JCRAC data center, the 35" Joint
Conference on Medical Informatics (Nov. 2015).

@ H. Otsu, H. Shimanuki, Y. Nakagawa, K. Kitajima, A. Toyoda, A. Mikami and Y. Tanaka, On activities and
present/future images of ICT standardization in clinical trials, the7th Annual Meeting of Japan Society of
Clinical Trials and Research in Nagoya, (Mar. 2016).

® 1. Sato, Y. Kawasaki, K. Ide, I. Sakakibara, K. Konomura, H. Yamada and Y. Tanaka, Clinical Data
Interchange Standards Consortium Standardization of Biobank Data : A Feasibility Study, BIOREPOSITORY

AND BIOBANKING, Vol. 14, No.1 (2016).
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