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Shiro Saito, Ph.D., Chairman of JMAC,

Executive Officer, Corporate Executive Vice President, Toshiba Corporation
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JMAC (2007 FICEEDNAFY THEFEICEDED
ERZPILCHREUICEFDRT. DNATFY THIZDIR
WMZB8EL. TOMBEMD—IRELTDONAFVIT (¥
TO07L1) DISOREZRREL. ISO 16578* DRE
(CEDF Uz, BE. DNAFYITREEERZEMREL
CTRY-KNLEUICH. BETE. BAREE. NEERER
DINAZTRARMBEEERDERDENERKLEIL
Iz, &1o. DNAFYTEBREEN THICBE 2T/
ZNBEMRCHICDIRE(EEZRALCVET,

JMACEETREQE. R&. BR. /\1770./0T—.
FT/)T70/0Y-FLDDBICODIOTN\TAEFE=ZEZZ

*ISO 16578:2013

DEMAFEICHDBATNET, ZDPRICHOT. HED
[ U]TerAlgd & HBa [JL—IU) TN
DIE. DL, BFEMEDFRN. ISOREDFRE
k. EXZT2XIOHBUZERELTENETED
CTRONEEZEDERB. TDLET. SEEDEMAFED
REGHENERID. ZDHBREVLTALRDEEICED
SZBICHULET . EOHET/NR-T3 V(. BREH
EEBIEONERETDIEEHDEEA.

KBDYURIDLTIE. BRMDNATREA /X~
YI3VDBEEMAZTEBE UL CORENRMDEEZ R
HUET. BHEBEBANQLDIIHDRFIHEEIOS
NONEREFRHZT —T 1 LV ADEREEEB(CHB
(TDHRERLEFDEENTY.

2020518248

Molecular biomarker analysis — General definitions and requirements for microarray detection of specific nucleic acid

sequences
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Hisashi Shingai, Chief Analyst for Bio-Technology, Ministry of Economy, Trade and Industry
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MICBRIREY T HEDBBRHRPODPCT. BER
MOBMELLZEREZRBERI DICHICE. N1Z40
JOADBEIICLDBREDEBRNVDENDARIGRT
I, TDIHICE. SHHRMDERE ZEIRT DIHD
REMBORFRENDWBH T, PAT (Process Analytical
Technology) ZRIRE ULICBBODBMTEEDHARZ
EoH, RRNICERETOTRADAQD (Quality by

Design) A RHONE T, D UIcHAMTEERDEL (.
MWEFEEDLDICRATIN. RO BECTHESNICHR
BNEREMZBIBI IO ETNARIIEETT.
JMACZTAIFINETH. DL /NRN-23V =R
BIDICHICRARGEMEBDBIIDIZHIC, ISOF
DIG7ZBUCERNEEM SN TRONICRIEZROTH
N, SBREE—BDOTERZIVKLDEGFIDIRETT,

RIVRIDLCCSNDERDIERDCHRRZ H
NELET.
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Application for Quality Control of Nucleic Acid Reference Material

l,tllé,u_l *¥*§ BIRAARREEANEERMESHRAR

MEETARERREFI NAAAT 1 DIVERERRIN-T EERARSE

Sachie Shibayama, Ph.D., Senior Researcher, Bio-Medhical Standards Group,
Research Institute for Material and Chemical Measurement,

National Metrology Institute of Japan (NMIJ) /

National Institute of Advanced Industrial Science and Technology (AIST)

BE. ZEAOMERGREVERREICHTDHRM
MENDBBCRENMEE CEBINDM. BEER
NBICHIDRBICEEBSINTHSD. H2DREEICH
WCEBRREZBOTLD. “%E%?ﬁéﬁbt%t
1990 D CIREE TORE. “EBOITERAFRDD
LbUZ\&&mﬂ%ﬁib\ﬁm%i%ﬂﬁﬁétmﬁ
ICEMENEDFDICHICAVNLNTEIZ. LHULEDL S
N1 007 LT RPEEPCROMM. EFTEREAS -5
I —EODIRRIERBEONFEDERCHOT. &
BNBICHVTE. HBOBIIIZITTES SRPCE
FNTLDEBEEBDTHBZBELTDEDITED. %EBD
EENMDEBENBL2BEOCTLD. TDWRBR. KRETE
21T 5RAWRBICHUNT. ELWEEHBRZFDIZHIC
BL2DEERZTDILE. IFHOHEREERHNRDHONTL
2. LDULED'S. BRBEREENTTDREEEICHVTHE.

REXCCHR—OVETORINVEEEET . SHERPAICH
WTRBDTONIIILIRENE ZERLTERESINTL
DDOPRIRTHD. BRICHIDERBBDPTE. IFS
DEFRANELCHSVWCELCIEEREZRIMET DERAKR
BECHREBENROONDLD(CEOICH. BRIV
BEBEDHARIRECREDP CHD.

EERMESHAMTERERS LY H-—CTR. &
DRILREMEDRFE - | Z1TOCTHD. %REBDRIL
FEMEE. DNA. RNAZNZN 1 BRI DHIRTER
MPCTHD. CNoODKRBRIIFTENEE. BRPICS
FNDREBRDBREDRILESNTHD. KBEEREY
DTADTD. BEEBB(CEMIETHD, NBEC (L.
BRI ENE 2 ERUICREEEDRKNCEERIC
BNDEEHIC, KBRRENEZRVICREBEFEAS
BUCDNTHBNT D,

@R E
2008 F FARASFEMRERZARBENRIZERES (BLSI]B)

2008 F L VIRWT. BRSBTS EDEIS FORERIFENEORFE] (CRT DRRICRKS
HRPTHS 2017 F FRASERRENMSMAAMEGERRSERES (BLS (Eonls) BiS)
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Utilization of Reference Materials

for Quality Management and Quality Assurance (NIST version)

Justin Matthew Zook, Ph.D.

National Institute of Standards and Technology, U.S.A.

The United States National Institute of
Standards and Technology (NIST) has hosted
the Genome in a Bottle Consortium (www.
genomeinabottle.org) since 2012 to develop
authoritatively characterized human genomes
that enable anyone to assess the accuracy
of their genome sequencing methods. NIST
has characterized 7 genomes (5 distributed
as NIST Reference Materials) that help enable
translation of genome sequencing to clinical
practice. To develop these reference materials,
our open consortium of stakeholders from
government, universities, and industry has
generated extensive genome sequencing data,
analyzed these data, and developed benchmark

sets with billions of “Reference Values”
(https://rdcu.be/bVtiw). We also worked with
the Global Alliance for Genomics and Health
Benchmarking Team to develop best practices
for benchmarking genome sequencing methods
using these Reference Materials (https://
rdcu.be/bVtIF). Our ongoing work includes
using long read seqguencing technologies to
characterize challenging, repetitive regions
of the genome and large structural variations
(https://doi.org/10.1101/664623 and https://doi.
org/10.1101/831792), as well as developing a
new generation of cancer genome reference
materials.

@ Profile

Dr. Justin Zook leads the Human Genomics Team at the
National Institute of Standards and Technology and is co-
leading the Genome in a Bottle Consortium’ s work developing
authoritatively characterized human genomes to benchmark
seqguencing methods. He developed methods to compare and
integrate whole genome DNA sequencing data from multiple
platforms and sequencing runs to characterize the first whole

human genome Reference Material. He is now leading the
GIAB Analysis Team work combining short, linked, and long
read seqguencing technologies to characterize structural
variation and challenging regions of the genome. In addition,
he was Chair of the Global Alliance for Genomics and Health
Benchmarking Team, which recently published best practices
for benchmarking genome sequencing results.
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Sharing Healthcare Data for the Most Powerful Al Business
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LabDroid : All Purpose Humanoid Robot for Life Science
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Tohru Natsume, Ph.D., Molecular Profiling Research Center for Drug Discovery, Koiti Hashida, Ph.D., Professor, Graduate School of Information Science and Technology, University of Tokyo

National Institute of Advanced Industrial Science and Technology

DI NAZN\TF—bk, SRDVIOREL. 510
YA IV RZRDERRERICD—FZ/cED, KEE
CTld. INoOBBZETERL. RREDBEAEEN
R (CO) LSS DNAEMEORY M) (CDWT
@RI D, ORYMLDBRIE. BICABLTOTEIE

Xz I DI LTV, ORYEDEDMEL. 7
e DRMi7ZTRY - REIIDIECHD., RBEILS
NICHEMH. BRABSINDSZECKDORY ~DHE
BRI D, EOFEE. ORYNEATRES RS 255
BHOoREMIDARECDVNCERS D.

O E
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IN=VFIT-IDEDER (BREMZBES(CEN
I LDENHER (BEERZT —YERAANICEN
IDIE) DHEAZERCHNBEET —HDMELS.
FI. EPEECEBEENBHDBADT —H(CTD
LRIDIFRZRDS. TNHBEASNDIRIDHDHN.
PDHEECTRE>ZDURAITNEDDT/NEV, RIS, EPE
BTEN-VFINT -9 MANEERITDDTARABE
TR T-IDMEZEVOL. B CRRSNEOERM
FT—IENCKO, CNICHL. DHEERESARAR
RBICTTT-9DEZDL MG T - Y EERADMEZ D,
THIC, EPEECEBBADT —ILEHDERS(C
MELCTT —YDMMEMEVD. DEEETR/N\=V I
T—INARANDFELECEFESNDDTMHELSL.

WXCN=VFINT-IDEPERIDEHHEED
POARESEMEZES. /N\—VFILT—IDERICE.
P-—ER(BRZED) EOVYVFUT (CNZ0RFIARLE

IS RANDYG —EXTHORB (1RHMA) . SHDA%<
DT — DR DT OFA (2RFRB) EWVD 3N
D, INLDSBRBMENEVDEORFA(CXIDT—
EXDEE /BRFED®M) THD. ZDMMIE (T—ERMPIT
FHHD) [ECOP D 20% EEZXBND.

NHEREZERIFIDICET —IR-YEUT 1 (BXES
MRETD/N-VFILT—H=RANCEINICERHTD
CE)DMEBCTHD. T-IR-YEUTAZLHDICE
T—OR—IEUTAICROTEESE TN NEZED
THRADWMATHD. TNE. ERDOVYFUITICAL
1T =9 RANCREUICEES(C. Y-ERMNFEN
(GOP D 20%) =EBEICMUCTHET D, [(XFTrI—
DIDEERETIVIEDD,

RBECE. COXTAI—H(NVFUICEDIY—
ERBEE/RFTMNE) CNRXT/N\-VFILT—5D1R
MARE2RFBICOVWTEEREZX U THT D.

O E

1986 FBF I SHIAIAF. 1988~1992&F () MBI V21—
SEAMEFEEBLG. 2001~2013FEE LMK SHRA, 2013F7
BEDRRAZAZRIERBIIRARBHE. 2017EHSBIELSHR

PREMABERSHAL Y —DF— LU -IZHIE. REDEFHRT —
NEN=VFILTF-I9DNHEREBENBELELVOZNCEDA
TR0RE.
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Mind the Gap between Al Algorithm and its Application in Medicine
and Preventive Medicine
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Standard Development for health.
What health sectors does ISO and IEC cover?

Hie B sostca-v/-LRRA KERGRITR HiE —F eseze sxonRss DHEeR S8

Niko Kato, Deputy Director, International Standardization Division, Ministry of Economy, Trade and Industry

Jun Sese, Ph.D., Representative Director CEO, Humanome Lab., Inc.

ATREENT — AICIFE2TALL, T—LALRILDATL
REECRABUICR - IEREZHELTOCERS (L.
REGUB END EBBDDOBMBDORETSIC. RBVFLIR
HNSHNDDTR>EVHERNTWICH, ZDERNEE
ECR<A, BABTIE. HRENBEITDULDHEEZ
RUEIT. L<HECTOERZLITCODRETHD. —
PC. REDATRNEDEANE. BRDATREL TR
ETDINHCTHD. BF. BRSFBUIE. T -LEHLE
S5ILCTWD, INBEE. T—IDPBRICEHND LIS, T—
DDANDOSRRDENETHORI’EUTVDEERT
DEANCTHD. HEDEBETZR(FDDITTIEELN,

PIZESTIUIIVRICEZRITDE. ERVTHE
B TULC. EREMZICHVTE. WebEFECTIRETE
DT —YECUNTENCHEOWT D TIVEICHWTD
ATRHERBREZEOOSNDL. FIZEZSHREFLN
([CHBNTHITDFEZRIRLICD. ECTZ&ALIEDIT DS
ENTEFVVEE ZLOBBRHIBHET D. NBRECT IS,
REDSTIOUTIVRCHIFDATRBEDRRZHIBL
IcET. Lo -V /- LRRAAICHITDER - FHE
B(CEAET DB CATRERMDREAFE. t=@EAICD
WCTIBNUICE. SBONEREZBND.,

@R E
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FUOEBRZDARET - VB ZEIET D, KBFABESEDT—H
N1Z>23>7RKKDD Cup 200128, Oxford Journals-JSBi
Prize B8,

2%k (Standardization) & (&, [BBICKEIN
F. B, B¥L. BEBLIDIEMELHL. B
M., MBI DIEITI, Ffc. EE(=RIB:
Standards) ([&. BE{KLICKIO>THESTND [BURSD]
ECEESN. BROBFEELEEICEBIKLTOEFT,

BEREELH#EE (ISO) RUBERESEERE (IEC)
(CNTDHNLBUE—DEELLT. BERBREAECSN

LTWaDn'. BREXRZRERER (JISC) TI. JISC
FERBEXRSEDEZ=D—DOELTRESN. BR
CHIDEREE (JIS) DRlEZEHIT DEMTEHD
F9.
BECREIEBRCNIVRT TP \1ZnBCTRERID
CTLDERFREDMREBRDN DL DEEZRE &
EBEBNUIEVWERNET.

@R
1988 REEXRS (BBEXSG) \E
2007 EEZRMRER MRAFER

2013 RRIZIFERAE - PMOBASZHALHRENENSZBR LonERSEL

2015 EEXKMRER BEERRER
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Update Report on ISO Standards in Biotech Field

T B seesmEazA ARl Y-v7 L BBRE

Hiroki Nakae, Ph.D., Director, Japan bio Measurement & Analysis Consortium (JMAC)

SREESONARLEAM . SEEFSZMH#Es. /N\17%
FRCILBEONDEZTDRVERERF. TOEERFICET
AMHNDDIEEDH, ITICEXRELTRESINCLD
BISHE. BRE. UZTELGECTE. BROKDICESR
SNTLDRBP. HERBIL. FEMVEEVOCEBD
Effld. RBOBCT—HBRBIRINCTLDEDD. LI/N\T
ANBERET EXCWBEOICENDTHD.,

MRECAESNICONADRERFIEDREELLD
H. AIEUIZDONAZED> TROICRERFRIIERTED
D CDLDFEEE. FUWKMPREZRFET DIE
FIMTEERTEFVREZSNVTLD, IcEXBE
(CRXDONADREBAECTHOCEH. FENENERS
. MRIDRBOEDCEABSN. TNZRVTRE
ZRAET DHESBDBUNZRBLEINE. AEITDIRE
E[ET. REDAEEBEIERIDEZEXDHNEINCTHD.

Flc. FEMEDORENTNIECTHD. BEDZERN'T
SEVBROSTHDLOFBEF. BENIC. EDELD
[CAEEZZEXDDN Z@RL. FECULCTZDHRRI/
RPCTEZDLDICTDIENMECTHD.

CDEDBEELD. NMTRHBICHVTH. MDE
ECTEBIEDRICRBRSNCLVDRAIEF ENDEEIRICH
IOMBEREBNICHETDIENTIRCTHD. €
NN EXEDEIL. IADIZHICRHBENEETHDE
EA6ND.

RNEECTE. N\TZEXEDBIOBDERICENDDISO
DBFIBRERETHD. TC 276 N\1770/0I—. TC
212 BARBEROMEHNZHIRES X7 A TC 34 R,
TC 229 F/70/0I—([CHNT. BERZEENZESHT
WoREZTIC. NMTDBTRRICEHDDHDISO
FREDERAHRICDOVTHST D,

OFEE

1986 F 48, fhUEHRZAHE. 1993 FFES. 1994F(C(E. F
TY - PS5V RKRE  ERBANEHBS. 1999858 DHhIAEH
BITREPR(CEIF. 2003 F 128 AR RCEOL UTHIUEMNF LY
IR, 2006 FLDHUSHAT rEVDICALL, 2007F38. @
BB RME,
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2008F9R. NTZAEIRRAVY 21—y 3V ABNEH 2RI, IRE
BRUARME, 2009F7BLD2013F10BET HASHI I RT 1V
D SREE R,
BEHRENBEEANNAZTFVITIVY - TP LAICDOVTE. RIUFBLD
BS5L. RESBRREAARBRZRE. N\1TITDBORENZHELT
0.

SBTMIMACY Y HRTI A

"



12

PIWTZAPWIAOHRE

EXNE

1948 F(CRABIMIABHELTRIZE. 1964 F(CTPILT
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NIRRT T A VRN -G ESTIIEHBANQITT,
BIRNDO VAT LABRET. BHREBEZ—X(CHIG
MEZRHELTENDET,

pE - URL : https://www.alps.com/products/j/
URL : https://www.alps.com/products/e/

RAfiia

Bt SFENEHD—DOANINRT T - AT HIHBICTE
LDEFEDPOCT (point of care testing) BF/\1 A&
DT O0RBTL— 2@ T, SEEAMICLDER
BN EEBM ZERULEVESR
iTiCX VAR, B@RLZT>THBNET.

N1 OO0RBAICE. UNDE/IR
DN LZAEL. MEBRIFTHEED
BLZEEBEEREZTRECITDTN
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T020-0857 sFEREEMHILERE—T BE8&255
TEL:019-601-8228 FAX:019-601-8227 URL : https://www.icomes.co.jp/
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