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TexHUuYecKoe peryampoBaHue — 3a4em?

CraHpapTbl 06n1€eryaloT npoBeaeHUe TeXHONIOrMYECKUX U3MeHeHUn

JKOHOMMYECKana OTAauya OT BJIOXKEHUI B CTaHAAPTbI UMeeT AeN10BO CMbIC/1 HA MaKpo- U
MUKPO3KOHOMMUYECKOM YPOBHAX

BbiBOAbI, CAeNaHHDbIE BO BCEX MEXAYHAPOAHbIX UCCeA0BaHUAX:

1. «Kro paspabarbiBaeT cTaHAAPTbI, TOT yrpaBaaeT PbIHKOM»

2. CraHpapTbl — KAKOYEBOM ABUratesib 3KOHOMUYECKOro PocTa U NOBbILWEHUA NPOU3BOAUTENBHOCTU
TpyAa (6onee 10% npupocta NpomM3BOAUTENbHOCTM TPYAA CBA3AHbI C PObIO CTaHAAPTOB)

3. CraHpapTbl COAENCTBYIOT BHEAPEHUIO MHHOBALUA;

4. CraHpapTbl NOAAEPXUBAKOT BHEAPEHUE HOBbIX TEXHO/IOTUM;

5. CraHaapTbl COAEUCTBYIOT NPOABUXKEHUIO TOBAPOB U YCIYT HA MUPOBOIA PbIHOK;

6. CraHpapTbl — HEO6X0AUMDIN 3N1EeMEHT KOHKYPEHTOCNOCOOHOCTU NPOAYKLU UM Ha PbIHKE.
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OCHOBHbIE HanpaBaAeHUA TEXHUYECKOro peryiimposaHusa B PP @) i

MK 01/1K 164

Pa3paboTKa u yTBepaeHne oCHOBONO/1araloWwmuxX CTaHAAPTOB.

Ob6ecneyeHne NpMMeHEHUA CTAaHAAPTOB Ha 3Tane perucrpauum meg. usaenuu, B tom ymncne B EAIC.

Pa3paboTKka meTposiorMueckmx cTaHgapToB, onpeaeneHue 6a3oBbix TpeboBaHU K HA6Opam AaHHDbIX U yTBEpPXKAeHue
peKomeHAYyeMOoro CNMCcKa MmeTagaHHbIX.

Pa3sBuTMeE MmeXKAYHapOAHOMN U MeXKrocyaapcTBeHHOM cTaHaapTu3saummu B o6nactu UM B 3apaBooXpaHeHUH.

OHPEAEIIEHME npaBui1 TEXHNYECKOTo peryimposaHna Ha 3Tane nocrtrpernCTtpalmuoHHOro MOHUTOPUHra.

Pa3spabortka TpebosaHuii K 0becneueHmio Kauectsa U 6esonacHoctu cuctem UA.

mosmed.ai/pk01
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MNpobnemartunka

* Cuctembl WUCKyccTBeHHOro wuHtennekta (CUU) B mMeaAMUMHCKOU NpaKTUKeE — HOBOE U
nepcneKTMeHoe HanpassneHune Bo Bcem mupe. CUUA moryt nomoub B PYTUHHbLIX U CAOMKHbIX
3aja4ax MegMLMHCKOMY nepcoHany, NOBbICUTb YPOBEHb OKa3blBaeMOW MeLULUHCKON
NOMOLLM NaumueHTam.

* Mpwu aTom pa3paboTKa, NPomn3BoACTBO U BbiNycK B obpaweHune CUU ponxkHbl B 06a3aTeibHOM
nopAAKe peryaMpoBaTbcA. Peructpauma v nocnegyrowmii KOHTPOb B meguuuHe TpebyloT
CO34aHMA HOpMaTUBHOM NpaBoBoit 6a3bl  TEXHUYECKOIO perynuposaHus

* HopmatuBHbiMM pJOKymeHTamu PP B 34paBOOXpaHEHUM NpPeaycMaTPUBAETCA, uTO
cneuunanbHoe nporpammHoe obecneveHue (MO), ucnonbsylowee B TOM uucne TexHonorum MU
U npeaHa3HauyeHHOe npousBogUuTeNeM ANA NPUMEHEHUA TMPU OKA3aHUM MeAULMUHCKOMN
nomouwm, TpebyeT rocyaapcTBEHHOM perncTpauum B Kauectse MeaNLUHCKOro usaenus

» [OeiicTBylOWME HALUMOHANIbHbIE U MEXrocygapCTBEHHble CTaHAAPTbl WU Pern1ameHTbl,
ucnonb3yemble B TOM Uucae B uenax peructpauum MU, He no3BonAIoT B NONIHOW Mepe OLEHUTb
6e30nacHOCTb, TOYHOCTb U HageXXHOCTb PyHKUMOHMpPoBaHMA CUUN KaK B pamKax npoueaypbl
perucTpauum, Tak U B NpoLecce UxX aKcnayatauum
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MeguuuHcKue usaenms c npUMeHeHuem
TEXHOJI0rUiIA UCKYCCTBEHHOTO MHTE/N/IEKTa

O | i
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NN B MeanLIMHE B 30HE CTPOroro KOHTPOA: TpebyeTca akTMBHOE BMELLATeIbCTBO PEryIMpyoLLUX OpPraHoB AN
OKa3aHuA 6e3onacHOi, BbICOKOKauyecTBeHHOM U 3¢ PeKTUBHOU MeaNLMHCKOM MOMOLL MU

YT0 perynnposatb?

OnpegenuTb, Kakoe

nporpaMmmHoe obecneyeHne Ha

ocHoBe WM oTHocuTCSa K
MeOULMHCKUM U3aenunsam

BbinosnHeHO T e
\JJ?\M,/

BknioyeHbl B HOMEHKNaTypy
Knaccudukauum
MeOULNHCKUX U3genum

mosmed.ai/pkQ1

Kak perynmposatb? KaKune nuctpymeHTbI?

PaspaboTtaTb eauHble npoueaypbl OLEHKN
COOTBETCTBUSA, YTOObI YCTAHOBUTb
TpeboBaHuA K:

- CUCTEeMe KOHTpPONS KayecTBa,

- KIUHMYECKOW OueHKe NMpu perncrpauunu;
- MOCTpPErncTpaLmMoOHHOMY MOHUTOPUHTY.

Knaccngpuumpoats B
3aBMICMMOCTM OT YPOBHSA
pucka.

Mpuka3s MuH3gpasa Poccun ot 06.06.2012 N 4H (B

pea. oT 07.07.2020) «0O6  yTBEpKAEHUMU

HOMEHKNATYypPHOM KnaccuduKaumm meanumHCKUX

nsaennim» (Bmecte C «HomeHKnaTypHasn

KnaccupuKauma  MeaMUMHCKMX — U3genui  no Preparatony stage
TMNamy, «HomeHKnaTypHas KnaccuduKauma S
MeAMULMHCKUX U34eNnl MO KNnaccam B 3aBUCUMOCTM T B paGOTe
OT MNOTEHLMANbHOrO PUCKA UX NPUMEHEHUAY)

[MpuceBoeH 3 knacc — 1O ¢
BbICOKOWM CTEMNEHbIO pUCKa. 11 HaumoHarnbHbIX CTaHOapPTOB
(TOCT P)
1 mexayHapoaHbIi cTaHaapT 5
(MCO/MOK)
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Co3spaHue NMNoakomuteta 01/TK 164 ‘
«CKyCCTBEHHbI MHTENNIEKT B 34PaBOOXPaHEHUN»

MpwuKkas PocctaHpapTta ot 31 aekabpsa 2019 r. Ne 3471
«O BHeCeHnn U3aMeHeHn B Npunkas PegepanbHOro areHTCTBa No TEXHUYECKOMY PEryaMpoBaHUIO U METPOIOTUN OT
25 niona 2019 r. Ne 1732 «O co3aaHUMN TEXHUYECKOro KOMUTETA NO CTaHAAPTU3aUMU « VICKYCCTBEHHbIN UHTENNEKTY

MWUHIPOMTOP
I; POCCHM
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«MCKYCCTBEHHbIN MHTENNEKT B
34paBOOXPaHEHUM

HAUMOHAJIbHAA CUCTEMA PETYJIMPOBAHUA




Crpykrtypa NMoakomuteta 01/TK 164
«UCKYCCTBEHHbIV MHTEN/IEKT B 340aBOOXPaHEHUNY

OCHOBHbI€ YieHbl NTOAKOMUTETA
36 opraHu3sauum + 28 BHELWHUX dKcnepTa

MWHUCTEPCTBO
3APABOOXPAHEHMUA
POCCUWCKOW ®EAEPALINK

B 3[1paBOOXpaHeHnn
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bopmMmmnpoBaHue nporpammsl paspabo

HaUMNOHA/IbHbIX CTaHAAPTOB

pPaccCMOTpPEHMUE NPesNoKeEHUA NO NPUMEHEHMIO

& (’J BEEMOMEA NcKycCTBEHHbI MHTENNeKT
Ckonkoso

TK 164

«MCKYCCTBEHHbIA UHTENNEKT»

cispme 1€ PHILIPS

MeXAYHaAPOoAHbIX U PeErMOHa/IbHbIX CTaHAAPTOB

npoBeAeHne Hay4HO-TEXHUYECKOM, NPaBOBOM U

@ UENbC G CBEPBAHK

MKO1

Mo .
iIFKB24 Skoltech p revscomkr «UCKYCCTBEHHbIU UHTENNEKT
R ~ . Camapckwi I B 3APABOOXPAHEHMM» ...........................
o._ympus e 000 HEMPOBU30P [6Y3 «HMKL AnT A3M»
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| YHHBEPCAABHOI 0 AM3AWHA U
/" PEABMAMTAUMOHHBIX TEXHOAO WA

HOPMaTMBHOM 3KCNEPTM3 NPOEKTOB CTAaHAAPTOB

y4yacTue B paboTe n cosgaHue pa6oq|/|x rpynn (Iiasons)

(ISO/IECJTC 1 «Information Technologies» ) + TC 215
«Health informatics»

CTaHAAPTOB, HALMOHANbHbIX CTAHAAPTOB M CBOAOB
NPaBW/ MHOCTPAHHbIX FOCYAapCTB




MNpepnorkeHuna B lNMepcneKTMBHYIO NpPorpammy craHgaptsauum Ha 2020-2027 rr.
(HanpaBneHbl 8 MuH3apas PO, PoccraHgapr)

Obuwue TpeboBaHnA

KAnHuyeckune n TexHmyeckme UcnbiTaHus (2
FOCT P). OueHKa 1 KOHTPO/1b NapaMeTpoB,
afanTMBHbIE aNrOpPUTMBbI, 0bLWMe TpeboBaHus,
npoueccol KL, (4 TOCT P). CnoBapb TEPMUHOB,
Knaccuoukauma, CMK, cuctema meHeaKMeHTa
pUCKa, aTnuyeckme acnektbl (5 FOCT P)
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Cucrembl AUCTAHLUOHHOTO
MOHUTOPUHIA

Obuwme TpeboBaHuA (1 TOCT P). ANCTaHUMOHHbIN
MOHUTOPUHT GU3NONOTNYECKM QYHKLUMNA.
TpeboBaHMA K 06paboTKe, XpaHEHUIO U
nHTepnpetaummn (1 FOCT P). ANCTaHUMOHHbIN
MOHWUTOPUHT aHTPOMOMETPUYECKUX AAHHbIX,
OBUraTeibHOM akKTMBHOCTM MaLUMeHTa,

. 3ApaBOOXpPaHEHUNn

bonblwiue gaHHbIE B

O6wue TpeboBaHus. PopmaT NpesCcTaBAeHNA
pes3ynbTaToB aHaM3a 1 nporHosa (3 FOCT P).
TpeboBaHuWA K Nepegaye 1 XpaHeHUo
pesynbTaTtoB paboTbl anroputmos (1 FOCT P)

BblpaXXeHHOCTH 601K 1 cTeneHn

dYHKUMOHaNbHbIX orpaHunyernin (1 FTOCT P).

JlyyeBaa gMarHOCTUKa

O6wme nonoxeHus (1 FOCT P)

3annaHupoBaHa pa3paboTka Ha 2021 rog,

f'ucronorua

Knaccmudumkaumsa, copTMpoBKa 1
anddepeHLmanbHblii aHanns 06pasyoB TKaHel
n xxuakoctein (1 TOCT P)

nporHo3uposaHue

O6uwue nonoxenus (1 FOCT P).
MapLwpyTu3auma n oNnTMMMU3aLLMA MOTOKOB
nauueHTos (1 FOCT P). AHanuTuKa ans
cermeHTaumMm n npodUANPOBaHUA NALMEHTOB

Ha/INTUKa U

(1 [QCT D)

®YHKUMOHANbHAA ANArHOCTUKA

O6wume nonoxexua (1 rOCT P)

CUU pna KOHTPONA KayecTBa AMarHOCTUYECKUX
naHHbIx (1 FOCT P)

CUW ona MOHMTOPMHIA U ONTUMU3ALNN
napameTpoB NPOTOKO/I0B UccnenoBaHuii (1 FOCT P)

T
L
.

CMNNBP B 3apaBooxXpaHeHUMU
O6ume nonoxenHus (1 TOCT P)

-
m

O6pasoBaTenbHble NPorpaMmmbi
B 34paBOOXPaHEeHUM

PaspaboTka 06pasoBaTesibHbIX LUPPOBbIX
nnatpopm (TpeHakepos) A4/1A NoyYeHUs

NPaKTUYECKMUX HaBbIKOB MO KAUHUYECKUM

avcumnamdam (1 FOCT P)

PeKOHCTpYyKUMA n3o6parkeHuni MeTtponoruyeckue
anMeHeHMe aJIT0PUTMOB UCKYCCTBEHHOIO CTaHAa prI

WHTENNEKTA ANA PEKOHCTPYKLUUU

n3ob6parkeHnin. Obwue nonoxkenwus (1 FOCT P) 13TOCT P
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F'OCTb1 P no perynmuposanuto CUA
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rocT rocT rocT IASDAb rocrT rocT rocT rocT
T Fe c B4 © b T Fe
rocrp Part 3. Part 5. Part 1. «Artificial Intelligence Part 2. Part 4. Part 6. Part 7.
YnpasneHue Tpe6oBaHuA K Knuunueckue  (Al) — Software testing  Texuuueckue 3KcnnyaTauMoHHble O61wwue Tpe6oBaHUs Mpoueccol
nmeHeHuamm B MO ¢ Habopam AaHHbIX ucnbiTaHuA of Al medical devices ucnbiTaHua napameTpbl : KU3HEHHOTO LMKNa
WU c aganTuBHbIMKU . . Part 1: Clinical . .
anroputmamm . evaluation» :
: : : N
< v W
0, 0, 0,
90% 90% 90% 20% 90% 90% 90% 90%
OKOHYATEJIbHAA
OKOHYATE/IbHASA OKOHYATE/NIbHASA OKOHYATE/bHASA dopmupyeTca OKOHYATENbHARA OKOHHATE/NIbHAA PEJAKLIMA
PEJAKLINA PEQAKLMA PEOAKLILA NpoeKTHaA rpynna, PELAKLMA PEOAKLINA
Bbl6op P
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YTO YXKE COENAHO
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Ne 1-a OKoOHYaTeNbHasA
HanmeHoBaHWe pa3pabaTbiBaemoro ctaHaapTa OnuncaHue
n/n pefakuma  PeAakuus
ECMCTeMbI WCKYCCTBEHHOIO MHTE/INIEKTA B KJMHUYECKON MeanumHe. gd)OpMVIpOBaHMe 061wmx TpeboBaHM K Nporpamme, NPOAOC/IKUTENBHOCTU 1 dopme I'Ipep,CTaBﬂeHMﬂg
1 iYactb 1. KnuHMuecKMue UCNbITaHMA. i PesynbTaTOB KAMHWYECKNX UCMbITaHUIA, a TaKKe eAUHbIX NOAXOA0B OLeHKW 6esonacHocTM M

i PaspaboTka FOCT P 3G HEKTUBHOCTU CUCTEM Ha OCHOBE UCKYCCTBEHHOTO UHTE/NIEKTa B KNMHUYECKOW MeanLuHe

Pa3spaboTka TpeboBaHMii K CTPYKType Habopa JaHHbIX 418 0ByYeHNA U TeCTMPOBaHMA CUCTEM
MCKYCCTBEHHOTO VHTE/IIEKTa ABNAETCA OHOM U3 NepBoOYepeHbIX 3a4au, pelleHne KOTopoi
i no3BoAuT obecneunTb earHoobpasme NCNoNb3yeMbIX AaHHbIX, U, KaK cneacTsue, obaerynTb
;Habopa AaHHbIX ANA OBYUEHUA N TECTUPOBAHNA aNrOPUTMOB. a3paboTKy CTaHAAPTOB MO NPOBEAEHUIO UCTIbITAHNIA Y MeHeAXKMEHTA KauecTBa cUCTEM

i PaspaboTka FOCT P pasp ¥ Aap POBEA oA

i VICKYCCTBEHHOTO MHTEMNIEKTa B KNIMHUYECKOW MeanLMHe

;CVICTeMbI WCKYCCTBEHHOMO MHTENNEKTA B KIMHNYECKON MeanLMHE.
y) g"laCTb 5. TpeboBaHMA K CTPYKType M NOPAAKY NPUMEHEHUA

ECMCTeMbl WCKYCCTBEHHOTO MHTENNIEKTA B KIMHUYECKON MeanLNHE. §Paapa6oma CTaHAAPTM30BaHHON METOAMKN NPOBeAEHNA TEXHUYECKMX UCTbITaHUM, ¢opMMposaHme§
3 iYactb 2. Mporpamma 1 MeToAMKA TEXHUYECKUX UCIbITAHMIA. 0bWwux TpeboBaHWt K Mporpamme, NPOAOIKUTENBHOCTU :
i Paspabotka FOCT P n popme npeacTaBNeHNA Pe3yIbTaTOB TEXHUYECKMX UCTbITaHUA.
ECMCTeMbl WCKYCCTBEHHOTO MHTENNIEKTA B KIMHNYECKON MeaNnLMHE. CraHgapT npefHasHavyeH Ana npuMeHeHus npoussoaunTenamu (paspabotumkamu) CUN ¢
4 iYacrb 3. YnpasneHue UsMeHeHUAMM B CUCTEMAX UCKYCCTBEHHOTO UHTENNEKTA: afanTUBHbIMMW aATOPUTMaMM HA3 OCHOBE MCKYCCTBEHHOTO MHTENNEeKTa AnAa GopMMPOBaHMA

ic apanTUBHBIMK anropuTMamm {TEXHMYECKOI M IKCNYaTaLMOHHOMN AOKYMEHTALMN CUCTEM UCKYCCTBEHHOMO UHTENNEKTa, TakKe AN
: YYpeKAeHUIN, NPOBOAALLMX NOCTPETMCTPALMOHHBIA MOHUTOPUHT. H

i CMCTeMbl UCKYCCTBEHHOTO UHTENNEKTA B KIMHWUYECKON MeauumHe. .
i i PaspaboTKa cTaH4apTM3MPOBaHHbIX TPEOOBAHMI K OLEHKE M KOHTPOIO IKCMAYATALMOHHbIX i

> {Hactb 4. OuenKa U KOHTPO/IL SKCNNYATAUMOHHIX N1APAMETPOB. napameTpoB, YTo MO3BOJIUT NPOBOAUTL OAHO3HAUHO MHTEPMPETUPYEMYIO OLLEHKY OCHOBHbIX
i PaspaboTka FOCT P '

{ YcTaHoBNEHMe TpeboBaHWIA, NpesbABAsEeMbIe K IKCMAYaTaLMOHHOMN JOKYMEHTaLMM, NOAFOTOBKE U |
i 0bydyeHuIo MeanepcoHana, MOPAAKY NPOBEAEHWA BHYTPEHHErO KOHTPONSA KauecTsa, a Takke |
{ OnMcaHWIo NPOLLECCOB MEAULMHCKOM AEATENbHOCTU A1A BbISBAEHUA U NPEAOTBPALLEHUA PUCKOB, |
{ CO34at0LLMX YrPO3Y KM3HM U 3[40POBbIO FPAXKAAH, U MUHUMW3ALLMUM NOCNEACTBUMA MX HACTyNNeHNs. |

ECMCTeMbl WUCKYCCTBEHHOIO MHTENNIEKTA B KIMHMYECKOM MeauLunHe.
6 iYactb 6. O6Wwme TpeboBaHMA K 3KCNYaTaLUK.
i Paspabotka FOCT P

{CUCTEMbBI MCKYCCTBEHHOTO MHTE/I/IEKTA B K/IMHUYECKON MeANLMHE. i Onpeaenifer OCHOBY MPOLLECCOB MU3HEHHOTO LMK COBMECTHO C AeATENbHOCTbIO (AeNCTBUAMM) 1 |
7 iYacTb 7. MNpouecchl }KU3HEHHOTO LIUKAA. i 3agadYamu, Heob6X0AMMbIMM A/19 NPOEKTMPOBAHMA U TEXHUYECKOro o6cyKunBaHua 6esonacHoro |

mmﬁh rocT P NPOrpaMMHOro obecneveHus, ABAAIOLLErOCH MEAULUHCKUM U3AE/MEM, C MPUMEHEHMNEM
: TEXHONOTMI UCKYCCTBEHHOTO MHTENEKTa.




No

n/n

YTO B PABOTE CEMYAC

HanmeHoBaHMe pa3pabaTbiBaemoro ctaHaapTa

OnucaHue

1-a

peaakumn

OKoHuYaTesibHa“A
peaakuma

CMCTeMbl UCKYCCTBEHHOIO MHTE/IIEKTA B KIMHUYECKOW MeauLMHe. HacToAwumii ctaHgapT ycTaHaBAuBaeT obwue TpeboBaHMA NONOKEHNA KOMMNIEKCa ceHTabpb
8 OCHOBHbIE NONOXKEeHUA. HaALMOHaNbHbIX CTaHAAPTOB «CUCTEMbI UCKYCCTBEHHOIO MHTENNIEKTA B KIMHUYECKOWN 2022r.
PaspaboTka IOCT P meguunHe», Bkatovas: Obwue uenm n 3agaum. TpebosaHua. TepMUHbI U onpeaeneHuns
. YcTaHaBAMBaeT TpeboBaHUA K CUCTEME MEHEAKMEHTA KaYecTBa B C/ly4asx, Koraa opraHmM3aumnm
CucTeMbl UCKYCCTBEHHOMO MHTE/IJIEKTA B KIMHUYECKOW MeauUnHe. . ceHTabpb
Heob6Xxo4MMO NPOAEMOHCTPUPOBATbL CMOCOOHOCTb Yy4acTUA B OAHOW WM HECKO/IbKUX CTafUAX
9 YacTb 8. MpumeHeHne meHeKMEHTA KayecTsa 2022r.
Pa3paboTka FOCT P JKM3HEHHOTO UMKNA CUCTEM MUCKYCCTBEHHOTO WHTE/N/IEKTa, OTBevawllee TpeboBaHUAM
P noTpebutens u NPUMeHUMbIM Perympyowmm TpeboBaHUAM
CUCTEeMbl UCKYCCTBEHHOMO MHTENNEKTA B KIMHUYECKON MeanLMHE.
ANropuTMbl aHaIN3a MeAULUHCKUX M306parkeHMA. MeToAbl UCMIbITaHUIA. HacToAwumii ctaHgapT ycTaHaBAuBaeT TpeboBaHMA K METOAAM UCMbITaHUI aITOPUTMOB ceHTabpb
10 O6uwue TpeboBaHuA. aHann3a MeAULMHCKUX N306paKeHnin B CUCTEMAxX UCKYCCTBEHHOIO UHTE/IEKTa B 2022r.
PaspaboTka IOCT P KNMHUYECKOM MeAnNLMHE.
HOBbIW BUA, CTAHOAPTA — C HABOPOM AAHHbIX
. HactoAwmii cTaHaapT yCTaHaBAMBAET YTOUYHAOLWME MONOKEHNA B KOMMAEKCE HALMOHANbHbIX:
CucTeMbl MCKYCCTBEHHOIO MHTENNIEKTA B KIMHUYECKOW MeauLumHe.
. CTaHOAPTOB MO MPUMEHEHUIO  WHTENNIEeKTyaNbHbIX LUMPPOBLIX MeToaoB 06paboTKu
ANropuTMbl aHa/IN3a AAHHbIX B KAIMHUYEeCKoU ¢dusmnonorum. Metogpbi
. MEANLMHCKUX JaHHbIX U ONpeaenser:
uenbiTakuii. O6uwine TpeGosanma OCHOBHblE 33Z@4M W Uenu CTaHZ4apTM3aUMM  UHTENNEKTYaNbHbIX MeToaoB 06paboTku centAGpe
11 Paspabotka FOCT P . 2022r.
MEANLMHCKUX JaHHbIX, NOJYYEHHbIX METOAAMM KIMHUYECKOW dusmnonoruu;
. opraHusaumto aboT no CTaHAApPTU3aUMM  WMHTENJIeKTyasllbHbIX MeToZoB  06paboTKu
HOBbI1 BUf, CTAHAAPTA — C HABOPOM JAHHbIX P wmo - p papTisat i A P
MEANLMHCKUX AaHHbIX, NOSYYEHHbIX METOAAMMU KIMHUYECKOW GU3M0I0rUN.
- . . Ha ocHoBaHMM HauMOHaNbHOIO CTaHAapTa «CUCTEMbI UCKYCCTBEHHOTO MHTEN/IEKTA B
Crangapt UCO/M3K "Artificial Intelligence (Al) — Software testing of Al o H AP Y
12 . . .. . KAMHUYECKoM meanumHe. Yactb 1. KnMHMYeckre ucnbiTaHMA» BedeTca pa3paboTka NP
medical devices — Part 1: Clinical evaluation
MEeKYHapoaAHOro CTaHgapTa
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MneHapHasa ceccua ISO/IEC

INTERNATIONAL STANDARD

Artificial Intelligence (Al) — Software testing of Al medical devices —
Part 1: Clinical evaluation

L, !

/

The standard will set out the basics of testing the e Unified Test Approaches
quality, effectiveness and safety of soft as a « Clear metrics and assessment criteria
medical devices based on artificial intelligence in .

order to register them Ethical Highlights

Included in the plenary agenda

CJTCIE SITCIE
‘ v v
Draft Agenda ISO/IEC JTC 1/SC 42 Virtual Plenary Meeting

7. Report from ITTF

NOTES: 7.11S0 Central Secretariat

SC 42 Members are requested to note the following deadlines relative to this agenda and 72 IEC Central Office
relevant contributions:

8. Items requiring action or discussion by SC 42 (potential NPs or liaison reports requiring SC
42 action):
« Initial contributions and Subgroup reports shall be submitted by no later than 24 August

2020. If there are any liaison reports that require SC 42 Action, they will be considered during this

«  An updated agenda shall be distributed by no later than 31 August 2020. Agenda item
» Contributions on existing items shall be submitted by no later than 28 September 2020. " N " "
s Final linked agenda shall be distributed by no later than 5 October 2020. 81 Potential NP Pmposgl from GOST R’ An:nﬁmal Intelligence — Software testing of Al
medical devices — Part 1: Clinical evaluation
Ref: SC 42 N 678

5042 Liaisons National Body Centributions on Agenda Item 8.1
Initial internal and external written liaison reports are expected from the liaison officer, utilizing the Ref: SC 42 N 716 - United States
liaison template in SC 42 N 233 no later than 24 August 2020 for posting to the agenda. This Ref: SC 42 N 718 - France
allows Mational Bodies an opportunity te review the reports and provide any comments on them. Ref: SC 42 N 724 - United Kingdom
Updated/revised reports will be pted and noted if received by 28 September 2020 Ref: SC 42 N 728 - Germany
Ref. SC 42 N 729 — Japan
If bers have specific i about the Liaison reports, please contact that respective Ref. SC 42 N 733 — Canada
representative
Liaison Contributions on Agenda Item 8.1
Ref: SC 42 742 - ISO/TC 215 Position Statement
Dates: 19 October 2020 — 2100 — 2300 UTC
. 30 October 2020 - 1300 — 1500 UTC ctn ommr e e, e 7 : 12
mosmed.ai/pk01




Mo3uumm ctpaH (nonHonpasHbie yneHbl ISO/IEC)

ISO/IEC JTC 1/SC 42 N 729

ISO Technical Committee 215 Position Statement for
SC42 N678, NP for "Artificial Intelligence (Al) -- Software testing of Al
medical devices"

Summary:

ISOITC215 Health informatics has reviewed N678 and its attachments, and does not support
NE78 moving forward as a SC42 project. TC215 invites GOST R to submit the proposal to TC
215, with strong liaison participation from JTC 1/SC42 on Artificial intelligence.

Rationale:

The proposed project states:
“The proposed new project outlines common approaches to developing efficient,
effective and safety Al medical devices. It assesses potential harm and the context of Al
medical device use. In the future, we plan to develop a series of standards as a logical
extension of the above.”

The proposed outline for the project includes discussions of:
Clinical evaluation
Clinical acceptance
Clinical quality assurance
Clinical investigation planning and conduct
Communication with regulatory authorities

These topics require domain-specific knowledge of the healthcare field, and would not be
appropriate for JTC 1/SC42. However, this would be appropriate for the experts in TC 215. The
project statement also mentions a future “series of standards”, which would also be more
appropriate for TC 215 rather than JTC 1/SC 42.

TC 215 believes the appropriate home for this proposal is in ISO/TC 215 JWG 7 Safe, effective
and secure health software and health IT systems, including those incorporating medical
devices, which is a joint working with IEC 62A Common aspects of electrical equipment used in
medical practice. The way that Al is evaluated needs to be consistent with existing health
software standards (such as IEC/DIS 62304 Health software — Software life cycle processes
and IEC 82304-1 Health software — Part 1: General requirements for product safety (both
developed by TC 215/JWG 7)), and to align with existing regulatory frameworks for medical
device regulation. Having this new project under TC215 would help facilitate a consistent
approach and consistent terminology. TC 215/JWG 7 has experts which include software
developers that are familiar with the unique requirements of health software, as well as clinical
experts that are experienced in the design and execution of clinical studies.

Should the project move forward in TC 215, TC 215 would welcome additional SC 42 experts to
join the development team through the established liaison between our 2 committees.

A
COUNTRIES' POSITIONS
N

Ref: SC42 N 716 — United States— TC215|SC42 +

Ref: SC42 N 718 — France — SC42|TC215 +

Ref: SC42 N 724 — United Kingdom — SC42+

L =

Ref: SC42 N 728 — Germany —TC215|5C42 +

ISOTC 210 + IECTC 62

Ref: SC42 N 729 — Japan +

Ref: SC42 N 733 — Canada— SC42|TC215 +

& o

mosmed.ai/pk01
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OpraHunsauyua pabounx rpynn (working groups)

" O
ISO/IECJTC 1/SC 42
, _ ISO/T(? 62 _ _ ISO/TC 215 (Health informatics) ]{ ol ”/.
(Electrical equipment in medical practice) (Artificial intelligence)

ISO/IEC 62 Electrical equipment, ISO/TC 215/AHG 2 Application of Al ISO/IEC JTC 1/SC Artificial Intelligence
 electrical systems and technologies in health 42/WG 4 Serve as the focus and
e el T  informatics . proponent for JTC 1's
------------------------------------------- -. healthcare and their + lSO/TCZIS/JWG7,J + standardlzat|on. N
: : : Joint ISO/TC 215 - IEC/SC : program on Artificial
ISO/IEC 62 A effects on patients, 62A WG: Safe, effective o
Szfsrs;c](:r:,nztthheg and secure health Provide guidance to
 ervironment software .and h(.ealth IT JTC 1, IEC, and ISO
5 : systems, including those : committees
 incorporating medical  developing Artificial
: devices : Intelligence
| applications

ISO/TC 210
(Quality management and corresponding
general aspects for medical devices)

ISO/IECJTC 1/SC 7
(Software and systems engineering)

ISO/TC 210/JWG 2 Joint ISO/TC 210-

 IEC/SC 62A WG : TC 164/SC 01 : Artificial intelligence in
: Medical device :
: software sl ISO/IEC JTC 1/SC : System software

----------------------------------------- :-"""""""""""""""""""""""- .................................................:................................................... 7/WG 2 E documentation
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d.sharova@npcmr.ru
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Haww cou.ceTtu:

Facebook: Paanonormns MockBsbl

YouTube: Pagnonorna Mocksbl/Radiology of Moscow
BK: HMU MeaunumHckon pagmonorumn A3M

Instagram: medradiology.Moscow

Telegram: MoscowRadiology
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