SS3-1)/RIES 24 ) VEHREZHA, JRIES =45 ) VEHSR

F—AINR—ADRE L RIBZIT (RO SN D SaMD
e & K%k
HRAKFERFEFLE SRR KA R G HoE 1 - 5 i

JREL T ¥ ZOVIBIREZ T O iRE

Tzawﬁﬁf@f@ ST DMEIREZIE FR[BEIC 7R o 72 D1 2018 4ECTH 2, JiRBLAHAR
T/ﬂ»ﬁ@ﬁ%%%i N ZAA—F ¥ L ZT7A4 F2F v F— (LUIFAF v F—)
TH O, BE., HHEREKIEIR, 7521, 7 J R OFFERAIIED 3 FMEFHH X
NTwd, 77A 1 ODRAF v F—OEREERLIRIT REFR—LVZ 74 FRGREFER
REEE ], 77 2T EHEA -V R T 4 FEIRZHHEE ] °h 5, RFAGRILIE
Wik bofychy, EMBETED D LREZH 2T IHACIE. WTFho X F v
% fW%LtT/&wﬁ%f%ﬁ@%m#ﬁ51%5#\ﬁ@%%?ﬁ@%*(ﬁ
HZWEL, JREZHEENE) 2175 7-0cid, 77 2AMNDA Xy F =B E LR 5,
INOLDAF v F— ﬁEﬁﬁ%fi&?étbnﬂ\Miﬁﬁf@ﬁ%%@@%%ﬁ
BIFE 7Y 2 AMGACIRME | © X5 2Bl L OB RSB HE L F X 55
HEFR Tl eV, 20D TV AMERER L ThArnw bicks [EEDX] 71
75 LOBAFED 7 OIFHEIR T — & X — 2 OREFE G FEAMENIC L ~_FE Y I BN 2 B -
ThEh, BEZILIKLERYOOH D,
2. T Y ZVERT — X X — 2 DA

SR T Y ROV % % fiE #%W%LTT AN— 2T LR, BE LR T
BaORVWERD D, T—F2X=2AD% I, HEZW O A, & 5 IR FilE,
BREBSRFE A5 S Cw b2, EEFEUNOTERZE 27256, FIcglizIn
T ERIEHRO NI ARIRCTH 5, T AFEREN R EEZ e ch 2 WHO 28
i%mmﬁﬁén5*amxé EBRICREA RO I BAT —2x—2b 6 FEHE
725544, WHO D ZHEIC X 220 —5MEIERHEE L 7 oT w5,
3. r@%mM7u77A@%%
EFFEHCEF L7 Al 7u o6k 7u s
7 LIEEESR (SaMD) & LA RIEZEOIY;
IR 5 72®icid, B3I X 2 HHEP O FEFHIK
RIS AL 20, ZoghA, T—2iEHD
BRICEHI & LTz IcBERANDAL v 7+ —L P2
vevbh (IC) PuEEAh3, 2o IC #YET
Endon— FAiRERICE L. BHARTIZHRHEZ W
X#% SaMD FE 7272w, MAT, WAFHEITREEOHOH ZHIHS 2 X 5 7%
SaMD (ZH# A T 7z, Zﬁﬁ®i1AFﬁE®ﬁ7w%i/7%i%?%&MD@
Hb, TOEHD SaMD O REMEREAER X, JWIE ORIZHTICN 3 5 IES MR &
WL WEHECTH AT I L v, [BEb L EIZEIT 5] FBETI L., ZHBEED
JHHEIED 60%FEE T TH 25 L/NKITHE 2 5, EEEEGRL LTCOEFAZSHEHE
MG CH ZREDIESROONDE 2 L2 HLET 5,




Issues of pathology diagnosis by digital images,
database of pathology digital images and SaMD
required in Department of pathology

Takeshi Sasaki, Dept. of Next-Generation Pathology Information Networking, Faculty of
Medicine, The Univ. of Tokyo

Abstract @ In 2018, pathological diagnosis using digital images became possible under
medical insurance in Japan. In order to make an insurance claim for pathological diagnosis
using digital images, a class II scanner is required. In order for these scanners to spread
in the medical field, we need insurance support, but it has not yet been realized. As a
result, the construction of pathological image databases for "medical DX" and the
development of the support program using artificial intelligence (AI) have fallen
considerably behind other countries. By the way, when we build a database of pathological
digital images, the information to be registered is important not only pathological
diagnosis, gender, age and organs but also when the diagnosis was made. This is because
the WHO pathological classification changes regularly. And after we develop the Al
programs for research use only using these databases, in order to widely deliver as
software as medical device (SaMD), it is necessary for companies to obtain
pharmaceutical approval. For commercial purposes, in principle, the patient's informed
consent (IC) is required when using the data, but this patient consent is very difficult. In
addition, I think the standards for safety performance tests for regulatory approval of
SaMD should be changes according to the purposes of use. I think that it is not necessary
to prove that all SaMD are not inferior to doctors.



