BAERERFE FIOONERBERFEAAS (B2IHEXAERFRESFMAR)

NEVVRT I A | BAOOEFRBRFEARS (BF21NHEAEERBRFSPMAS) | DBV VEKRIYIL
NESVRI LS

D7 —=IL RITETFT VR E2RIHT 2 7-ODERKRPIEERRT X v b
7 — 2 MEY) $H A

2020%11H20H(£) 09:00 ~ 11:00 FRF (41 X bR—Jb - FEERH1)

[3-F-1-02] T — 4 EBEIED/=HD SWGT IZHIFTBFHICDODWT

QUF BEE. MRE ARSI &S MR RN KB BES BB KX PR Rz =R LE. 5H BmEd

. FEERS BB ETA AR ER. BB EMS. Pl HEE (1. EHBAZEZBMERER X7 1 HLITEY
89—, 2. WINKZRIE AROREREREY Y —, 3. WINKERE X T A AIA VT A—2avtErd—, 4 B
HEDKRFmEPT BRRARHEE L > 5 — £EWIRETEFT, 5. RRAZEZEH ERER CEFHREES, 6. HEERZEE
FET BT RIRERERIS T —9 29—, 7. RILRXAEKFR EERARR EFBRSE)

*Satoshi Yamashita1, Kouta Funakoshiz, Takanori Yamashita3, Ryo Takemura4, Satomi NagashimaS, Akemi
Morohashi®, Taizo Nakamura?, Fuyuka Miyahara3, Atsushi Takada®, Koji Todaka?, Eishi Baba?® Yoshimune
Shiratori', Naoki Nakashima®, Masaharu Nakayama’ (1. @B REEZEMBERHRIE A 71 AILITEY S —, 2.
NN KEERR ARORIREREY ¥ —, 3. WINKERR X T 1A ANV TA A= a vy d—, 4 BERDBK
Zbt ERRTARHEE L >~ ¥ — EWIRETERR, 5. RRAFEZEMERR CEIFHREZE, 6. EHERFEZERM
EBRlk ARERRARI T —9 V9 —, 7. R RZEXRZER EXRMRE ER2ERE)

F—7— K : Data Quality Management, Real World Data, Data Validation Checklist, SS-MIX2

SWGTIERIER Y AT AN OHENT 27— YIEEDEREX ZOREEE., 8L UBRKMAADIEE% O ICHRET
LTsY., 7OV b (P)) TEF—LEEBRLTEDHTWDS, BEHZE5D2DPIDI B, AEXRTIET—%F
DREEEZMRNT S PIIEHERFEEEETEEZT—Y & TS PRICODVWTHRET %,

PJ1TI&, IBRIEZ K DEZEICHL SN TW3 Standardized Structured Medical Information eXchange 2 (' SS-
MIX2) OREEEAEDZELICOVWTRE Lz, RNICREEEATINET— VRIS LI UT—9HB%E
E. ORI, EOLSBREFTMAETORESHZEROLEBE L, SHEETIGATESFzv IV A MEERKRL
o WITLTSS-MIX2T—9 DEEUBBEBRICTD-HDDY—ILEREELTWS, SEVLELRFEXIE. 8
EEFIEOREIICT — Y HEEMESINBEONISHE. T L TEERBICL2EZ20ELREEEZ TS
Y. #7=IC SWGAABITL TEEIE MK I 2 FETH 5,

—AH. VT7ILT—ILRIET VY RREDOOMRICHERT—YIBE %A T 272DIC1E. BENRFRE
BEEHERL. RIITZ2VENH D, PR2IEZD—D & LTHREKBINE, 2017FEICHRS h-SEHEFERFED
BHARSAVIE, TLEIEE LT, EERMEY R70H2EFOFERICEVTHEIY hO—ILDOTFRE%E
EDADPFH LW, TNEZIT T, BETHNYI—VUDN2017ELUBREI T L TE LI DREFET o7, UM
KERRTHEIT L TCAREDH 2 alERREEE DSRIERZ MBENICHE LM Z1TV. 2020F88 & YIE
REMBRICIER LTE T BTHD, YVRIIALTIE, WINKEFRRTORTER. BFICSHEHROERE T
BITRSRICDWTHRE T 5,

O—M#tEEAN BAERFRER



Sub Working Group 1-Project 1 [ZHB(TA5T—2MEEEDETIZDOT
IR BEL* I EE TR ST, ks BN BEME RET. B L e B, il HERgT
*1 A B RREREME R AT 4LV 1T B Z—, 2 U REEIFRBE AT AINAL T HA—artrd—,
*3 BEIEFRFAR L BRIRITFCHERE B 7 — AW ahmig, 4 B R R B I E b 8 0 = 5T,
*5 4 B RSEE A B IR SRR T A —,

*6 FALKRFRFRE EFRER =G ®T

Examination of Data Quality Management in Sub Working Group 1 —
Project 1 of RinchuNet

Satoshi Yamashita™, Takanori Yamashita™, Ryo Takemura™, Satomi Nagashima™, Akemi Morohashi™®,
Yoshimune Shiratori*?, Naoki Nakashima*2, Masaharu Nakayama™®

*1 Medical IT Center, Nagoya University Hospital, *2 Medical Information Center, Kyushu University Hospital,
*3 Division of Biostatistics, Keio University Hospital Clinical and Translational Research Center,
*4 Department of Healthcare Information Management, The University of Tokyo Hospital,
*5 Data Coordinating Center, Department of Advanced Medicine, Nagoya University Hospital
*6 Department of Medical Informatics, Tohoku University School of Medicine

The Sub Working Groupl-Projectl (PJ1) was established to argue data quality control for conducting clinical
research projects. In the first year, the discussion was focused on SS-MIX2 (Standardized Structured Medical
Information eXchange 2) validation, as it was based on the precedent.

First, the validation of SS-MIX2 in this study was defined in four items. Next, the data types to be handled in the
initial quality control activities were selected from the SS-MIX2 specification document (Version 1.2f) using the
frequency of use in general clinical research as an indicator. Finally, data items were selected based on their
importance in the clinical research, and the Checklist Version 1 was developed to identify which evaluation points
should be applied to each item. In addition, we are developing a tool to assist in the implementation of validation
based on the checklist.

Data quality control has to be continuously carried out in accordance with the established procedures and evidence
retaining. In addition, audit of the operation is also necessary. In the future, we plan to steadily resolve the remaining
issues, such as the establishment of quality control procedures, determination of quality control policies for the
expansion of data items, and validation of data sources at each facility.
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