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oTBY., MEMIHEHESNTOLIEFDPHZ TV I EHEREIN S,

FIZNANIVAT TRAE BT 5802, HARTREIUSOES TH 5T KEL WM TIZILER KT
BT EHHIA L7z REAMEF TS, AHEIREARE SN BBV TIL, HARTEERAENE A 1T B
5. AHENC BT A MBEBICIH 2 5 5 £ 9 \CHIME ORI, ClFHEZ GRS 2 LEMEWEE 2 5, (% HH)

2. 5 EE#ERIOJ7LEEBEORI EHFFEHRIEOSR

(1) F—vEEDEH AR

) 7—<EEOHH

7u T LEEES (SaMD) k. BRERROV A 57 I ANULETRE TR ARLRV, TO7D, 75 A
I U oA 2 ) DERRBRSFICEOLS DT VAR ELE R ), ZO00Ma A M EFHICR->TLE
AN D Do RIS, EEESR 7T 7 T 513, ZOREZEMELT 5 2 LA L <. RBFEESLHM 7 1 &
AN DDA B 720 T < RBIER S 5 Liitg2Y (2 DORRITH T - THEMK ) Bl d 720, —fik
IZE D AR E L TOMBED L L 22 MHMICH B, €Ty Flld. COEBESR 7T 7 T A BEFE Tk
BIZEYARE L TR ZRO TS MRS L5740 —74 (LT, T2A54—74)] IZHEHL, FHEm%
& A IS DRE R % 00T L 720

2) W%

(a) FEEIE : TATF 4 —TADKR—LR=VUDSTIHE, [T 4 -T 4] OMAIL, BEZ LUEHOMR
M, $abb AR, HENE. TR T2 SR ASICHE L CEIE OMETH 2 EHEHC B (B
FiR) OFHHEICEH LAHELEML TV HTH L, S5, #EHERSE LT LM, BEIC 1 i #
Wyay FICEH LT, RESNLBEEANETET2F v A VEBHIBL. SHICXDERNAZESLTCVWD -
bbb,

(b) M MemE - —J5, AMICBE LT, Bl EWN 109 7 (A& A7 4 7 AL BETRRAAD)
Thbo 2D 10910 IPC pHEBNEN. 2 50435 L. by FITKRBDIE, G06Q 30/00 (FHLE]) T16Mhd» 5. K
PR 70 7T AT 5 IPC 408 G16H  (FRH TS P 7 — 7 OBl UTLBI R I#E S L 72 G ol s
i) 12, F6Mo 124 TH 5. GI6H DUEA—FLVbHIFTIE R, FELELTOEMTH 5 G06Q A% \»
DIFHIID > TW0b, 7o MOEREKSE T T 7T 280 IPC 58 A6IB (B ; F4l7 5 MBIER - -) &
GI6H & &bE 5 L 27T %, 2O 27T OV EEENZ A% &, REER T 07 T AMERFRFE LTld, &
BErEbLNL 1 HOARIKE, FIN, PESCERLTWS, BrEitta T, 2oBEBREE2EAL Wb H
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AKEHFEOTEE LTE L, AEHEIZ, BELEFORIKY . HFHEOBNAY S S HENMEEZ ML -T2
ZENRTING,

(c) AHEIER L TV 25 EiF o AR N « AEFEFIE. BHOXKEZ [HRH P71 75 & K OB H 7l 5
(HFIH 2016-510488, 4FaF45 5998307 5) | & L. Z 08B, [TORM LABHBAO T =7 Ik n g s h
7ov AREH EHEIRH & OkE & S HREE L otz kDT, i AR O3 H 2 Fll$ 5 70 7 5 4
Thbo EBRHENL., HA, KE. WM, HE, A=A )T, 770N, hFF, 74V, I T7Thb,

OHAREDOHESR © FroFREIIH LT EE L Tw5

[EERIE L] 2 Ea—2ic, PO LABERAO T =712 n it Sz, ARRH LB H & oRkE &
AR L ORISR L, $EEo AREMZENT A 2 12X 0, BiResEE o A REMN S L 72 P 0
F— Y BB AN EFEITEIEL 2 M ET AP PRS0 75 4, |

OME DS : PCT %2 LTWADT, H—F L E—- I PRITIN TV EH, HARESHFTFEFEEL VD
2EHHY., BIHSRICH LTid, &TEHliATIY [A] THhoZeo L2LGHS, TRORIIRLED ., F
EERICBWT, WM, EL RECIE, A L R ER A SN TV D, SHICKRETIETE S T 4
(V7 7)) BERIEMEN T A 77 & LT FErdkgrE (08 35 5% 101 1) oM HNEm S hTnb,
CHICH L, HEAE, CoTarIa05 BAMICEDL ) ATy T2EOIr2BMAEWICY L— IR LE
FrRELTWAE, — T, BINIZBWTIZ, iR EZ 2T Twb,

(2) #H&=®

EFEMS 70 7T AR, MENCHAREBNA N2 L— 202G TcE 2L LTH, ZOHETIL.
Ebes 7 Z AN &R B720, TOIET Y AZTIGT 5 DI REE P L7200 Th L EREHIED D %
AT, PREEECD R <L L LCTldkie T 2 OIZWEE 2 m2H 5, —7F. FRIOKETIR, Tur 7 A%
AARRD G TRl BRI R AT v 7% &GRS OB CIFEFHEIC 2 2 @I H 2 A%, W2 H PRB]
JETR W70, EVAARAELTIEEII LSV 2D Lk,

AR, HAR, WEL RETRAFEZ PG L TV 25 BINTHEEREE 2o Twb, L2h o T HADF
D MBI HZZATV LN H S 2 L2 GHIZFRZED RN ROV EERZ L, (B4R fiE—)

2. 6 GlI6H 2 EICH T 3 BRI HERIMOASERIEE

(1) FT—vREDEH

FRFOE GL6H &, ANVAT T A Y 743747 A, $hbb, REIIGMEEEHRT — 7 Ok $ 721308
CHHICE S LB HcEEEA ICT) ST 205 Th b, ApBId, B - REEE T — 5 OWAIIR L L 72
ICT IZHEMZ YN TTH ), EHREEGAARRLBINTE GHRTER EORFBITHZDO D DIZE LR,

CORBIIEE, TYINANVAT T ORI, TOREEWEE L TBY) ., BHET— 7 OFEHR AL BN
DISH. mREEROEBZ: & Bk REMNERPWUFE SN LB TH L, TOX) BHRNPL, ATHICHITSHH
A L IMESE O RERF MBI 2 LT 5 Z & 2 HI & L CRANTZEZ 1T - 720

(2) FH&

201741 H 1 HA 5 2024 4E 10 H 9 H E TICAME o - HAREFZHE (PCT ENBfTZ26t) Z20RE L
720 INHLOWMEZIT- DS B MBS VENASE 21 1 & g 21 4 (Biakz &) 2000
SR ED72. GI6H O FAimH (435 408) WSO & WEHHEEE L. THUSE7T 7 7 A VoHEMUEZ D
CICHERE S AS ) v TR FERL T

(3) #®BR
Befg 7 5 25 V7 OfER, REIZLDTO3ODR#NLE 7 5 AYICHESNT
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1. [Ef - WS (7725 1)
o MREMAZE  HINBEMET, KHAX T4 IL, NIZAF—, RV TFAF IV, T4, N T
W JRINVTFA AR, A —=F4) ) =% E

o FBERIMESEE  SERIBIEEAR (20/10) 3L

o HBEMEN - HEAMEEATT8% L EmV LR EIRT
2. TEHBESY (7T R% 2)

o MRFEWMEZE  EmM, NFV=v 2y, HAER. HY, Ty iz s

o FEERMESER R - HRUGERTEII ICT (20/00) AYEEEAY

o HBEMER 0 EPEEN632% L EVElGERT
3. EE - OUESE (795 3)

REMEFE Y /0, Ta=h3I Ny, 7409 TA BETIANVL, T v aize
TR NS ET  EHEEGRALEL (30/00). BEHRAEZEEL (40/00)
R A A A SE &AM SE DS 50% §T 0 TR

75 2% 1 OAEEFHIZOVTIE, GI6H 5O T L 5 IC3AIM (20/10) (2B 2 HEORE N E N &
BN THE, COTZITATIEINI AT — RV TAF I A=FA4Y )=, T4, N TN, /
RINWT A AT Lo 72N OER - BEAESEENTVW S,

79 A% 2T, BEFE 2B SGERTENCAFICE S L2 ICT (20/00) 12BE9 A IR E W L 2TERR S
Nizo B, NFv=v s, HRELR. H. 7y Pk EORHMEMREN. Zoh 73 —CHEEGE % B
BLTwW5,

75 A% 3. EHEROPIR F 72130 (30/00). B L OEEHREET F 7213 BB OE L (40/00) 1[2BS 5 H
FEASHLE o TWh, FXY /0, 74w TR, A=hI Ny, BETAIVL, FY) AL w28 -6
FRMENRIDT FAF EZREL TV 5,

(4)

ARWFFETlE. GI6H 73HIC BT 2 EINAH DR RFIRBMEDS 3 DD 7 FAZIHT 6NE T LWL NI 572,
PEft - BSEGHREAEY F L T5H 7 T AY 1 Tld, RERNR—ATHIMEED 778% % 5. ENMEEOE G
222% 12k % o7z MG AN—Z2THHEIMEED582% 2 i b —T5, EHNMAEZT418% 1L EF D, Mg
BB B ENMEED S 5% B ARSI NDIRWICH %,

THHOBRE T IFHEREE L T57 T A 2 TREEERN— A TENMIED 632% % 5o, HBEARN—ZTiX
EINAED 896% & id7z. Tz, B - HFHHHEEMSEL T LT D75 A5 3Tl BERR— A TERN/M
ENENETN50% Foho, MR — 2 TIRENAED 754% & iz,

7 I A% 1 CIEEEFIBEEA (20/10) O WBEAFFEE 2 HMi 58 & LTBIgE S, 77 A% 2 TIIHER R
YGRS #E G L7z ICT 8 (20/00) 2SREM BT E LTROONL, 7 T A ¥ 3ITBWTIE, EREIG
DR (30/00) B L OEHEBELEROFE (40/00) (ZBT 2 HBEDF SN 2 HMER L L TR SNz, Thbo
BRI & £ { OWIMEEDEEHE - BT TR ICHEFLZ ED TV DL I EDBWHL N E ko2, EHIC,
EWNALOREIZENZNOMAZIED? L. GI6H 55 O & HAM FEII BV TR IIHEFF I 2 7> T b 2 &8
RS 7z NI HE)

2. 7 TORIAINARTTHREOEDBFIEIZOWNT

TIFNANVAT TG BEFERT 5125 > T, SEOEEHHZ 2220355, FFICEREE 7T 7
F BN (Software as a program; SaMD) 122\ T, H., K. BKIZBIF 2 HHRM 2 F4 L 72,
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(1) EpEpyEE

IMDRF (International Medical Device Regulators Forum : FEBRE#EEEE B Y/ 7 + —F &) &, GHTF
(Global Harmonization Task Force) (Z3B\) 2 E %R IE¥EE THE 34, HRZEOEBEESHHILNFEICX S
EEOWEETH Y EEW 2 ERERHE OBGIEPORZREL TV 5, BFET7 +—F AT, EFEHET0s
7 4 (Software as a Medical Device:SaMD) 22W T, IFOE#REHRM L T3 (https://www.imdrforg/
sites/default/files/docs/imdrf/final/technical/imdrf-tech-131209-samd-key-definitions-140901.pdf) o

IMDRF/SaMD WG/N10FINAL:2013

5.0 Key Definitions
5.1 Software as a Medical Device

The term “Software as a Medical Device” (SaMD) is defined as software intended to be used for
one or more medical purposes that perform these purposes without being part of a hardware
medical device.

NOTES:

s SaMD is a medical device and includes in-vitro diagnostic (IVD) medical device.

e SaMD is capable of running on general purpose (non-medical purpose) computing p!.ﬂ.ttforms3

s “without being part of” means software not necessary for a hardware medical device to
achieve its intended medical purpose;

e Software does not meet the definition of SaMD if its intended purpose is to drive a hardware medical
device.

¢ SaMD may be used in combination (e.g., as a module) with other products including medical
devices;

¢ SaMD may be interfaced with other medical devices, including hardware medical devices and
other SaMD software, as well as general purpose software

e Mobile apps that meet the definition above are considered SaMD.

(2) B=X
HARIZBWTIE, REMERESFFRICED S BB SN EHEESE 70 7T A%, BRERGE LTOHMELHE
LTBY, o, BELAEBYITHEEL Z2WEEICES CUIMAE) 0GR ORFBEICEELX G2 2B2n08
brH7arIh (V7 by TR (NOAMG R URBISEEZ 52 5B LBMELA LRV O (—RERE
WY TZH0) ZEr<) EHESIN TS (FRREMEFEHTFES 2%, BEAYHA HP EHRERESR 707
F L1122\ https//www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000179749_00004.html) o
F7o. BRRBRICHEMUTAEREG T 0 7 A0 REFE LT, LTARENTwE (BAEHE To
7T A DEFREEE LR W ERNICOWT (RELESMS54 3 H 31 H) https://www.mhlw.go.jp/content/
11120000/001082229.pdf) -
D) AJINEHE 2R, g, BR) A7 2FRTHTU ST A
2) EFRECHON -5 (EgRE &) 2T - B L, BWOUIHRBRICH V272008 . mifk, 77
TERNERT BT 0T T L
3) BRI - HEOREZ RS A2b0T7ur7I 0 (YIalb—Yaryz2Et)
4) EFRRRORMEZIT) T s T A, ik, ERESRT 0027 22 HME LT, EHRESRICH L
TERBGEORERZIEST S 707 7 A
5) FIROWMH - THEOLOIZ, BHELIEBELZAPHNT 2707758 FTHEEEZMN) 70 s I 1875 E)
6) PLAMS (UHa Y a—%, WHE 35 LIERYOERFEESRE Yy P THAL. BEHEESRE LToR
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BEEBESEL 70758 (ARWOERES EAT G TH L TR T T LD TIE, Y%A R O FE e

E—RoBgE LTHks D)

—Ji. LT o707 7 A 3ERERICHELY L2 E SR Twa,

(1) BEFHEHWET 707 T 4

(2) BENEBZIR. AV FF Y AZHNET L TOT 5 4

(3) fiH#H (BHESLEELRN) 25H S OBEHE - fFEEREMES T L2 HNE T2 707 T A

(4) R OEICHEZE L) A7 MRV EEZbNL TS T L

(PMDA HP 7uZ J LDEEEIZUEICET L5 4 ¥4 ~ https//www.pmda.go.jp/files/000240233.pdf)

BRI M T AR 70T 01, I~ND2 525 S N, BEGHICE L THIZA IR Tw 5,
PMDA 2 X 2 BENUEL ENLDIE, 7T ANDEBEEG 7T S T LDORTH 5,

ERHEER 0T SAICRDRFIQ (52X 0%H) -ﬂg

3| —mEmms ERERS B E RS
M B=ER .
3 MFBL Fe=EmE AERR (PMDATEL)

F0VFLCFRENEUS
CEREICEDREIVFR (3
mg:mtumm
WTE, ADESHRUHE
[CREEE52 38 TN

BIYEVEEZS5N3E0
.ﬂlﬂ&ﬁﬁ‘ﬁmmﬂ
lﬂlﬂlﬁiﬁ)ﬂﬁ’fﬁi
EI0I5 4

O iAo /ﬁ/hﬁ)‘éﬁ‘i‘
EzEI0T34

O ZEE H P RER E {5

ZMf=EI0NIS L
{ Ly Ry & == wi ]

(3) XE
KETIX FDA (Food and Drug Administration) 2SEE#FEEF 70 77 AT % KBATE %2 1T-> TWwb, FDA
TRERBR 7O 75 0%, WHENGEEY Z 7128 CTUTDO 32027 5 2253 L Twa (https://www.fda.

gov/medical-devices/device-advice-comprehensive-regulatory-assistance/how-study-and-market-your-

device)

Submission Type or
Class Risk Potential Harm Regulatory Controls Exemption
| Lowest Present minimal potential for harm General 510(k)

510(k) Exempt
1l Moderate Higher risk than class | devices General and Special (if 510(k)

available) 510(k) Exempt

m Highest Sustain or support life, are implanted, or present potential General and PMA PMA

unreasonable risk of illness or iniurv
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ZLT, A7T)—I12& o T, #EWEFEHIIC510 (k) (Premarket Notification). ¥ 721 PMA (Premarket
Approval) ZZRLTWb, FDA WK AKENLE LRI T TV =13 AT T)—MDOATH %,

FDA Tix, BT X )12, BHEEPVTIOA 7)) =124 T 202 M 2720051757 X b &
fiELCTw%, (https//wwwida.gov/medical-devices/digital-health-center-excellence/digital-health-policy—navigator)

(4) Bl
R TR ES O —FEBI T 5 EMA (European Medicines Agency) MSEFEEIR 70 75 22§ 5 KE4T
BEfT->Twh,

EMA Tld, EEERZESE) X7 IBCTUTO 4207 7 AZ5HLTw 5,

e Class I (Is, Im, and Ir) : Low risk associated with use. For class I devices that needs to be sterilized (Is),
has a measuring function (Im), or is reusable surgical instruments (Ir), a notified body must be involved
in the conformity assessment of the parts related to sterilization, measuring function, and reusability.

e (lass IIa : Moderate risk associated with use. Requires conformity assessment by a notified body.

e C(Class II'b : Moderate to high risk associated with use. Requires conformity assessment by a notified body.

e (lass II : High risk associated with use. Requires conformity assessment by a notified body.

BRGSO 7 7 AT 3R HMETH ). BERORENEZ S0 U CGEll 28 Er RSN T i, b
77 AT L2 T BEOBHIL I & ) AKBHEOAESBE SN TS,

EMA TlR7 Y4 ViR, V7 MPERFEEEG 707 7 2OBHINE L 25 HDBRIZOWT, LTOX) R4 5>
A=t L Tw 5 (https//health.ec.europa.eu/latest-updates/infographic-your-software-medical-device-2021-
03-23_en) o

ARBRAKREEE OB LR AAT > TV b0, EIEIIFiE 2l T 208 D 5,

(5) {#&&H

H. K. BROZNZNIIBWT, EFEHE 707 7 28MEIBENEE ) 27108 LTl TB),. VRZ
BEVDDIZDOWTIIKRPLEL SNTWDH L) HTIEILE L Tz,

O BRSOV TIE, Hy K BROZRZFICBWTHRIENRR R )| RERS 70 75 285 % i
THZHIo Tk, FEOHBZMHERT 2LENDHLEEZOLNS, (%, N13%)

3. ®m&IC

SRIOIFRIZB VT, TV NUVANNVAT THRHOBEICBCTIE, 79V 7 VEMICERT 25k, & b oE#E.

W HEICE LT, B EBEICET A EEN A R4 v LoOMENER SN, 72, FEICBIT 5E50I1CH
T2 W ADHIEDS, T FNANAT THRPOBEIIBNTREEEL LI LML, £/20 7
TE NN AT T I BT 2 3 B O KGR B ORBRE BE IS X A A% e &b MBI IR B A 52 T
Wb ZENHREI NI,

FIIINANNVAT THRBOBBEIZEL TE, SEOFRETA N4 v BLOHEMNIIOWTRITERZIERET S 2
EITMA T, SEHPIEBIH, HHMELR 2 EB L2 2T HEICHME, 7L - 20K E MR35 A7k
WEETHLEEZ ONA,

(ifa52 98 2025.8.24)
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