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PA3SPABOTKA U YTBEPKAEHUE
OCHOBOMONAratoLKnX CTaHAapPTOB.

PA3BUTUE mexayHapoaHOM U
MEXKrocy4apCTBEHHOW CTAaHAAPTM3aLUMN B
obnactn MU B 3a4paBOOXpPaHEHUN.

OBECNEYEHUE NPUMEHEHWA cTaHgapToB
Ha 3Tane perucTpauumn mea. n3geamim, B TOm
ynucne B EASC.

ONPEAENEHUE npasun TexHMUYeCKoro
peryninpoBaHmA Ha aTane
NOCTPErncTPaLMoOHHOro MOHUTOPUHTrA.

PA3SPABOTKA meTponornyeckmx cTaH4apTos,
ONMPEAENEHMUE 6a30Bbix TpeboBaHUM K
Habopam AaHHbIX U YTBEPXKAEHME
PEKOMEHAYEeMOro Cnucka meTagaHHbIX.

PA3PABOTKA TpeboBaHu K obecnevyeHunto
KayecTtBa U besonacHocTtu cuctem UN.
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Cuctembl NCKyccTBeHHOro uHTennekta (CUMN) B MeanLMHCKOMN NPaKTUKe — HOBOE M NepCcrneKTUMBHOe
HanpassieHune Bo Bcem mupe. CMUN moryt nomoub B PYTUHHbBIX M CNOXHbIX 3a43a4axX MeaAULUHCKOMY
nepcoHany, NoBbICUTb YPOBEHb OKa3biBAEMOMN MEeANLNHCKOM NOMOLM NaLUEHTAM.

Mpyn aTOM pa3paboTKka, NPOM3BOACTBO U BbiNYCcK B 0bpaweHne CUU aonKHbl B 0653aT€/1IbHOM
nopaaKe perynnmpoBaTtbca. Perncrtpaumsa n nocneayowmin KOHTPOAb B MeaAULMHE TPebyoT co3aaHmns
HopmaTuBHOM npasoBon 6a3bl 1 TEXHUYECKOIO perynnposaHus

HopmaTuBHbIMK AOKYMeHTaMu PO B 34paBOOXpaHEHUM NpeayCcMaTpPUBAETCA, YTO CneuuanbHoe
nporpammHoe obecneyeHue (MO), ucnonbaytowee B Tom ymcne texHonornm UM n npegHasHavyeHHoe
npousBogMTeNnEeM ANA NPUMEHEHMA NPU OKa3aHUU MeAULMHCKON NOMOLLK, TpebyeT rocyaapcTtBeHHOMN
pPerncTpaumu B Kayectse MeANLMHCKOro u3aenmsa

[leicTBYOWME HALMOHANbHbIE N MEXKIOCYAAPCTBEHHbIE CTAHAAPTbI U PernameHTbl, UCNOJIb3yeMbIE B
TOM Yncne B uenax pernctpaumm MW, He Nno3BoAAIOT B NOJIHOM Mepe OLEeHUTb 6e30nacHoCTb,
TOYHOCTb U HaZEXKHOCTb PYHKUMOHMPOBAHMA CUWN KaK B pamKax npoueaypbl pernctpaummn, Tak 1 B
npoL,ecce nx akcnayataumm




MeauuUuHCKUe nsgenmsa c npumeHeHnem
T€XHO/I0TMI UCKYCCTBEHHOTO MHTeNIeKTa
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NN B meanLMHE B 30HE CTPOroro KOHTPOoIA: TpebyeTca akTMBHOE BMELLATENbCTBO PEryMpyHoLMX OPraHoB A8 OKa3aHuA

BE3OMNACHOMN, BbICOKOKAYECTBEHHON U 3®dDEKTUBHOMN meanLmMHCKON NOMOLLM

YTO perynuposatb?

Onpepenutb, Kakoe NporpammHoe
obecneyeHume Ha ocHoBe MM oTHOCKUTCA K
MegULUNHCKUM n3aenam

\V4

BbinonHeHO

KAK perynuposatb?
KnaccméoumumposaTb B 3aBUCMMOCTM OT
YPOBHSA puUCKa.

\

~

Mpunkas MuH3gpasa Poccun ot 06.06.2012 N 4H
(B pea. ot 07.07.2020) «O6 yTBEPKAEHUMU
HOMEHKNATYPHOM KnaccudUKaumm mMmeguLLmnHCKNX
nsgennn» (Bmecte ¢ «HomeHKknaTypHasn
KnaccupumKkauma MeguLmnMHCKNX n3genuni no
TMNam», « HoMeHKNaTypHasa Knaccupukaumna
MEOMLMHCKUX N3LenniA MO Knaccam B
3aBMCMMOCTWN OT MOTEHUMANBHOIO PUCKA UX
NPUMEHEHUA )

KAKUE nHctpymeHTbI?

Pa3paboTaTb egnHble Npoueaypbl OLLEHKMK
cooTBeTCTBMA, YTOObI YCTaHOBUTL TPeboBaHUA K:
- CUCTEeMe KOHTPOIA KayecTBa;

- KIMHUYECKOM OLUEHKe NPU perncTpauunm;

- MOCTPErucTPaLMOHHOMY MOHUTOPUHTY.

N J

Preparatory stage Q

e B pabote

BKNtOYEHbI B HOMEHKANATYpy
KnaccupuKkaumm meauumnHCKUX nsagenmi

MpuceoeH 3 knacc — MO ¢ BbICOKOWM
CTENeHbIO PUCKA.

4 TOCT P BctynuAau B geicreme

B pabore:

7 TOCT P 1 1 mexayHapoAHbIA CTaHAAPT
(MCO/M3K)
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MpuKa3 PocctaHaapTa oT 31 aekabpa 2019 r. Ne 3471
«O BHeECEHUM N3MeHeHUM B NpuKas PeaepanbHOro areHTCTBa N0 TEXHUYECKOMY PEryaMpoBaHuto n metpoaorum ot 25 nionsa 2019 .
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OCHOBHbI€e YieHbl NTOAKOMUTETA
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npoBeaeHMe Hay4yHO-TEXHUYECKOW, NPaBOBOM U

HOPMAaTMBHOW 3KCNEpPTM3 NPOEKTOB CTaHAAPTOB

e &S PHILIPS
‘uEan“ Y CBEP  mmT

yyacTve B pabote v co3gaHue paboumx rpynn

U mee g ccTmmauTennERr [ e e
m - KAFOMONOMHUECKHI JHCIAHCER

Z rocmmperemi . B SAPABOOXREHEHUU) Technologies» ) + TC 215 «Health informatics»
o._vmpus e 000 HEMPOBM3OP NeY3 « HMNKU, AnT A3M»

wurvsn Ourtare B O T KIN-AI

: 000 CKPUHUNDAN
w BHVMMMT

I EHTP AHANMTHUYECHOTO % @ OHI{‘OYI,:“]’TO»‘.I;—MM
| | ; neuromed @5

PacCMOTPEHME NPOEKTOB U NPEeANOXKEHUI NO

pa3paboTKe MeKAyHAaPOAHbIX CTaHAAPTOB

64

Yy4YacCTHUMKA

PA3BUTWA COLIMANTBEHOIO
CEHTOPA

e Meamost  acC “..IOATOTOBKA SAKNIOUEHMIA 0 BOSMONHOCTH
) MEnTOR Al 3KcnepT 3a9AB Cepanc npUMeHeHnA MexXayHapodHbiX, PErTMOHAIbHbIX

|’. .‘ 6 3 "\ PECYPCHBIW UEHTP m
A A | YHHBEPCAABLHOT O AU3AWHA W
N _,.7 PEABMAWTAUMOHHbIX TEXHOADM WA

CTaHAapPTOB, HALMOHA/IbHbLIX CTaHAAPTOB U

CBOA OB NMpaBua MHOCTPAHHbIX TOCYyaAapcCTB




NMpeanoxkeHua B MNepcneKTUBHYIO NpOorpammy CTaHAapPTU3aLUN
Ha 2020-2027 rr. (HanpaBaeHbl B MuH3apas PD, PocctaHaaprT)

Obwme TpeboBaHuA

KAMHMYECKME N TEXHUYECKME UCNbITaHWA (2
FOCT P). OueHKa M KOHTPO/1b NapaMeTposB,
aAanTUBHbIE aNrOPUTMbI, 06LLME TpeboBaHuUS,
npoueccol KL, (4 TOCT P). ChoBapb TEPMUHOB,
Knaccudukauma, CMK, cuctema meHeaKMeHTa
pucka, aTuyeckue acnektbl (5 TOCTP)

Cuctembl AUCTAaHLMUOHHOIO
MOHUTOPUHTa

O6uwume TpebosaHms (1 FOCT P). AUCTaHLMOHHbIN
MOHUTOPUHT GU3MONOTNYECKNIA GYHKLUMUNA.
TpeboBaHMA K 06paboTKe, XpaHEHUIO U
nHTepnpetaumm (1 FOCT P). AUCTaHUMOHHbIN
MOHUTOPUHT @aHTPONOMETPUYECKUX AAHHbIX,
[ABWUraTe/IbHOW aKTUBHOCTU MaLMEHTa,
BbIPaXKEHHOCTM 6O U CTeneHwn

dYHKUMOHaNbHbIX orpaHudyenuii (1 FOCT P).

JlyueBaa gnarHocCTuKa
O6wume nonoxkeHua (1 FOCTP)

3annaHunpoBaHa pa3paboTka Ha 2021 ropa,

'uctonorua

KnaccudmKkaums, copTuposKa u
anoddepeHuUmnanbHbiiaHanM3 06pasLLoB TKaHeN
M xuakocteli (1 FOCT P)

¢YHKLI,MOHaIIbHaﬂ ANarHOCTUKa
O6uime nonokeHusa (1 FOCT P)

CUWN pna KOHTPONA KayecTBa ANArHOCTUYECKMX
AaHHbIX (1 TOCT P)

CUWN pna MOHUTOPUHIA M ONTUMM3ALLNMU
napameTpoB NPOTOKO/0B ucciegoBaHuin (1 FOCT P)

CNnBP B 3apaBooxpaHeHnUMn
Ob6wme nonoxkenua (1 FOCTP)

qO

bonbwue paHHbIE B

. 34paBOOXpPaHEeHUNn

O6wue TpebosaHuA. PopmaT NpeacTaBieHUs
pe3ynbTaToB aHanm3au nporHosa (3 FOCTP).
TpeboBaHMsA K Nepegaye U XpaHeHUo
pe3synbTaTos paboTbl anroputmos (1 FOCT P)

AHaNAUTUKaA U
NPoOrHo3nposaHue

O6uwue nonoskeHus (1 FOCT P).
MapLwpyT1saums u oNnTMMM3aLUs MOTOKOB
naumeHToB (1 FOCT P). AHanuTuKa ans
CcermeHTauum u NnpodUIMpoBaHMA NaLMEHTOB

(1rOCTP)

O6pasoBaTenbHble Nporpammbl
B 34PaBOOXPaHEeHUMU

PaspaboTka 0bpasoBaTe/ibHbIX LUPPOBbIX
nnatdopm (TpeHaXKepoBs) 45 NONydYeHUs

MPaKTUYECKNX HAaBbIKOB MO KJAMHUYECKUM

ancumnanHam (1 FOCT P)

PeKOHCTPYKLUUA U306pakeHnii Metponoruyeckue
MprYMeHeHMe aNropUTMOB UCKYCCTBEHHOTO CTaHAapPTbI

WHTENNEKTa AN1A PEKOHCTPYKLUM -

n306pakeHnin. 06wme nonoxkeHna (1 TOCT P) 13TOCTP

MK 01/1K 164
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HanmeHoBaHue pas abaTbiBaemoro CTaHAapTa OnucaHue

CrcTEeMbI UCKYCCTBEHHOTO MHTE/IIEKTA B KIMHUYECKOW MeAnUmnHe. dopmupoBaHme 06Lwnx TpeboBaHMI K Nporpamme, NPOLOIKUTENBHOCTU M GOpMe NpeacTaBNeHUA pe3ynbTaToB
1 : Yacrb 1. KAiMHuueckune ncnbitaHus. i KJIMHWYECKMX UCMbITaHWI, @ TaKXKe eMHbIX NOAX0408 OLeHKM 6e30nacHOCTM M 3GPEKTUBHOCTU CUCTEM Ha
: Pa3pabotka OCT P i OCHOBE MCKYCCTBEHHOTO MHTE/INIEKTA B KIMHMYECKON MeauLIMHe

CHCTEMbI UCKYCCTBEHHOTO MHTE/INIEKTA B KIMHUYECKOM MeANUMHE. { PaspaboTKa Tpe60oBaHMii K CTPYKType Habopa AaHHbIX ANA 06yYeHMA U TeCTUPOBAHMA CUCTEM UCKYCCTBEHHOTO
y) i Yactb 5. Tpe60BaHMA K CTPYKTYpe M NOPAAKY NPUMEHEHMA ! MHTe/NNeKTa ABNAETCA OAHOI N3 NepBOOYepeaHbIX 33434, pelueHne KOTOpPOi No3BOAMT obecneymnTb
{ Habopa AaHHbIX ANA 06YYEHUA U TeCTUPOBAHMA aNTOPUTMOB. ! eaMHOOBpPa3Me UCNONb3yeMbIX IaHHbIX, U, KaK CNeACTBUe, 061erunTh pa3paboTKy CTaHAapToB MO NPOBEAEHMIO
Paspabotka FOCT P { MCTIbITAHUIM M MEHeKMEHTa KauecTBa CUCTEM UCKYCCTBEHHORO MHTE/IIEKTA B KAMHUYECKON MeauLmHe

: TOCT P 59921.2-2021 CucTeMbl UCKYCCTBEHHOTO UHTE/INIEKTA B
3 i KAMHUYeCcKoM meanumHe. YacTb 2. Mporpamma u meToguKa
TEXHUYECKUX UCTMbITAaHUNA.

i PaspaboTka cTaHAapTM30BaHHOM METOAMKM NPOBEAEHNA TEXHUYECKMX UCMbITaHWiA, GopMmMpoBaHMe 06mx
i TpeboBaHWI K NporpaMme, NMPOLO/IKUTENbHOCTH
i 1 dopme npeacTaBAeHUA Pe3yIbTaTOB TEXHUUYECKMX UCMbITaHWIA.

FOCT P 59921.3-2021 CncTeMbl UCKYCCTBEHHOTO MHTE/I/IEKTa B CTaHAapT NpeHasHaueH ANd NPUMEHEHWA TPOU3BOAUTENAMM (paspaboTumkamm) CUM ¢ aganTUBHbIMM

4 i KNIMHWYEeCKon mednumHe. YacTb 3. YnpaBneHue UsSMeHeHMAMM B a/ITOPUTMaMM Ha OCHOBE MCKYCCTBEHHOTO MHTENNEKTA 418 GOPMUPOBAHMA TEXHUYECKOW M SKCMNyaTaluMOHHOM 7
i CUCTEMAX UCKYCCTBEHHOrO MHTENIEKTA C a4aNTUBHbIMU OOKYMEHTALMM CUCTEM UCKYCCTBEHHOTO MHTENIEKTA, TaKKe ANA yUpeXxAeHUN, NpoBoAALMNX
i anroputmamu

NOCTPErnCTPALUOHHBIA MOHUTOPUHT.

i TOCT P 59921.4-2021 CnCTEMbI MCKYCCTBEHHOTO MHTE/INIEKTA B
5 | kauHuueckoi meguumHe.
! YacTb 4. OLEeHKa U KOHTPO/Ib SKCM/TYaTaLMOHHbIX NapameTpoB.

PaspaboTKa cTaHAAPTM3MPOBAHHbIX TPEOOBAHMI K OLLEHKE M KOHTPOJIH0 SKCMyaTaLMOHHbIX MapaMeTpoB, YTo
! MO3BO/IUT NPOBOAMTb OAHO3HAYHO MHTEPMPETUPYEMYIO OLLEHKY OCHOBHbIX XapaKTEPUCTMK M HOPMUPYEMbIX
i mapameTpos n0b6oro anropmuTma Ha ocHose U

FOCT P 59921.6-2021 CncTembl UCKYCCTBEHHOIO MHTENNEKTA B i YcraHoBneHWe TpeboBaHUiA, NpeabaABifgeMble K 3KCnayaTaLuMoHHON AOKYMEHTALMUK, NOATOTOBKE 1 0ByYeHUIo
6 KAMHUYECKOW MeguLmHe. meznepcoHana, NopAAKy NpoBeAeHNA BHYTPEHHEr0 KOHTPO/IA Ka4YecTBa, a TaKKe ONMUCaHMIo NPOLLeCcCoB
! Yactb 6. O6wme TpeboBaHUA K IKCNAYyaTALUMN. MeANUMHCKON AeATeNbHOCTU A1A BbIABAEHUA U NPeAO0TBPALLEHNA PUCKOB, CO34AIOLLUX YIPO3Y KU3HU U
5 3/10POBbIO rPaXkKAaH, U MMHMMM3ALLMW NOCNEACTBUN UX HAaCTYNAEHUA.

i CuCTeMbl MCKYCCTBEHHOIO MHTE/INIEKTA B KIMHUYECKOM MeANLMHE.
YacTb 7. Mpouyeccbl })KU3HEHHOTO LiMKAa.
PaspaboTka IOCT P

i Onpegenser oCHOBY NPOLECCOB HKM3HEHHOTO LKA COBMECTHO C AEATE/IbHOCTbIO (AEMCTBUAMM) M 3343a4amMu,
i Heo6XOAMMBIMM [/1A1 POEKTUPOBAHMA U TEXHUYECKOTO 06C/YKMBaHMA GE30MacHOro NPOrpaMmHoOro

{ obecrneyeHus, ABNAIOLLETOCA MeAULMHCKUM U3Ae/MEM, C PUMEHEHNEM TEXHOIOTU NCKYCCTBEHHOTO
! MHTenneKTa.
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i YCTaHaBAMBAET YTOUHAIOLLME NOJIOKEHNS B KOMM/IEKCE HALMOHA/IbHBIX CTaHAAPTOB MO

: MPUMEHEHMIO MHTENIEKTYaNIbHbIX LMGPOBLIX METOA0B 06PaBOTKI MEANLIMHCKMIX AaHHbIX U

i onpepenser:

i OCHOBHbIE 33341 1 L@V CTaHAAPTU3aLMU MHTE/INEKTYANIbHBIX METOA,08 06paBOTKI MeAULIMHCKMX
: laHHbIX, ONYYEHHBIX METOAAMM KNMHNUYECKOM GU3MoNOrUH;

{ opraHu3auMio paboT MO CTaHAAPTU3ALMN UHTENIEKTYa/IbHBIX METOA0B 06PaBOTKN MEAMULIMHCKNX

11

i CMCTEeMbI MCKYCCTBEHHOTO MHTENNEKTA B KNMHWUYECKO MeauumHe.
i OCHOBHbIE NONOXKEHUA.
i Paspabotka FOCT P

CrcTEMbI UCKYCCTBEHHOTO MHTE/INIEKTA B KIMHWUYECKOW MeAnUMHE.
i Yactb 8. MpumeHeHMe MeHeAKMEHTa KayecTBa
i PaspaboTka FOCT P

i CMCTeMbI MCKYCCTBEHHOTO MHTE/INEKTA B KNMHUYECKOW MeAULMHE.

{ ANropuUTMbl aHaN3a AaHHbIX B KAMHUYECKOI dpusnonoruun. Metoap!
{ ucnbiTaHmii. O6wyme Tpe6oBaHus

: Paspabortka FOCT P

. HOBbIV BUA CTAHAAPTA - C HABOPOM AAHHbIX

Cranpgapt UCO/M3K "Artificial Intelligence (Al) — Software testing of Al medical
devices — Part 1: Clinical evaluation”

! YKM3HEHHOTO LMK/Ia CUCTEM UCKYCCTBEHHOTO MHTE/IEKTA, OTBEYatoLee TpeboBaHUAM NoTpebuTens
! M MPUMEHUMbIM peryampytowmm TpeboBaHmam

................ e

i CUCTeMbl UCKYCCTBEHHOTO MHTENNEKTA B KNMHWUYECKOH MeuLMHe.

i ANrOpMTMbI aHaNN3a MeAULNHCKUX U306paXKeHNii. MeToabl UCnbITaHWiA.
i O6bwme TpeboBaHuA.

i Paspabotka FOCT P

YcTaHaBAmBaeT TpE6OBaHMﬂ K MeTodam NCNbITaHWUM a/ITOPUTMOB aHa/1M3a megUNUNHCKUX
M306pa)'KEHMl7I B CUCTEMAX UCKYCCTBEHHOTIO UHTE/I/IEKTA B KNMHMYECKOM megununHe.

i Ha ocHOBaHWM HaUMOHaNbHOTO CTaHAapPTa «CUCTEMbI UCKYCCTBEHHOTO MHTE/INIEKTA B KIMHUYECKON
i meamumHe. Yactb 1. KAMHWYeCcKMe UCbITaHUA» BeAeTca pa3paboTka MexKAyHapoLHOro cTaHaapTa

OKoH4yaTenbHasn
OnucaHune 1-a pegakuyma
penakuua

YcTaHaBAuBaeT obuwme TpeboBaHUA MNOOKEHMA KOMMNIEKCA HALMOHANbHbIX CTaHAAPTOB «CUCTEMbI CeHTAbpb
WCKYCCTBEHHOIO MHTE/INIEKTA B K/IMHUYECKO MeauLUMHe, BKAoYan: ObLime uenm 1 3agaqn. 2022r.
TpeboBaHuA. TepMUHbI U onpeaeneHus

i YcTaHaBnuBaeT TpeboBaHUA K CUCTEMe MeHeKMeHTa KayecTBa B C/ly4anx, Koraa opraHmsaumm ceHTa6Db
HeoﬁXO,D,VIMO npoAEMOHCTPNPOBATb CNocobHOCTb y4yactmnAa B O,CI,HOVI UNN HECKONbKUX CTaanAX 2022rp

CeHTAbpb
\/ 2022r.

CeHTAbpb

\/ 2022r.

n dnsmnonorum

dHHbIX, MO/TY4YEHHbIX MEeTO4aMUN KNNUHNYeC
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INTERNATIONAL STANDARD

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

/ /

The standard will set out the basics of testing the * Unified Test Approaches
quality, effectiveness and safety of soft as a
medical devices based on artificial intelligence in
order to register them

Included in the plenary agenda

SITOIE QUITCIE

* Clear metrics and assessment criteria
* Ethical Highlights

Draft Agenda ISO/IEC JTC 1/8C 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 1EC Central Office

relevant contributions:

8. Items requiring acfion 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
s Anupdated 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. . g . .
+  Final linked agenda shall be distributed by no later than 5 October 2020. £.1_Potential NP Proposal from GOST R “Artificial Inteligence — Software testing of Al
medical devices — Part 1: Clinical evaluation
Ref: SC 42 N 678
SC 42 Liaisons National Body Contributions on Agenda ltem 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 National Bodies an opportunity to review the reports and provide any comments on them_ Ref: SC 42 N 724 - United Kingdom
Updatedirevised reports will be pted and noted if ived by 28 S b Ref: SC 42 N 728 - Germany
Ref. SC 42 N 729 - Japan
If b have specific i about the Liaison reports, please contact that respective Ref. SC 42 N 733 - Canada
representative
Liaison Centributions on Agenda Item 8.1
Ref: SC 42 742 —1SO/TC 215 Position Statement
Dates: 19 October 2020 - 2100 - 2300 UTC

30 October 2020 — 1300 — 1500 UTC mmmar s e e Ceea -
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Mo3uuumn ctpaH (nonHonpasHble yneHbl UCO/MIK)

ISO/IEC ITC 1/SC 42 N 729 /¢ COUNTRIES! POSITIONS
N

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

medical devices" E Ref: SC42 N 716 — United States— TC215|SC42 +

—
Summary:
ISOITC215 Health informatics has reviewed NB78 and its attachments, and does not support
N678 moving forward as a SC42 project. TC215 invites GOST R to submit the proposal to TC ‘ J REf: SC 42 N 7 18 - F rance — SC42 | TCZ 15 +
215, with strong liaison participation from JTC 1/SC42 on Artificial intelligence.
Rationale:
The proposed project states: & L . _ 1 1 _ S C
“The proposed new project outlines common approaches to developing efficient, \ REf ° S c 42 N 7 24 U n Ite d K I n g d O m 4 2 +
effective and safety Al medical devices. It assesses potential harm and the context of Al ﬁ

medical device use. In the future, we plan to develop a series of standards as a logical

The prc::::::t:ne:c:thev:oiect includes discussions of: e REf: SC 42 N 728 - Germany _TC2 15 | SC42 +

Clinical evaluation
Clinical acceptance
Clinical quality assurance

Clinical investigation planning and conduct |SO TC 210 + |EC TC 62

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 ,) Ref: SC 42 N 729 —_— Ja pa n +

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 . i — I

devices, which is a joint working with IEC 62A Common aspects of electrical equipment used in ‘ * REf' Sc 42 N 733 Ca n a d a SC42 TC2 15 +
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. 12



file:///C:/Users/hbenko/Desktop/SC%2042%20Plenary%20-%20October%202020/SC42_N716_US_NB_Contribution_GOST_R_Proposal.pdf
file:///C:/Users/hbenko/Desktop/SC%2042%20Plenary%20-%20October%202020/SC42_N718_France_National_Body_contribution_N678_NP_GOSTR.pdf
file:///C:/Users/hbenko/Desktop/SC%2042%20Plenary%20-%20October%202020/SC42_N724_UK_NB_Contribution_Response_N678.pdf
file:///C:/Users/hbenko/Desktop/SC%2042%20Plenary%20-%20October%202020/SC42_N728_Germany_NB_Contribution_Relative_SC42_N678.pdf
file:///C:/Users/hbenko/Desktop/SC%2042%20Plenary%20-%20October%202020/SC42_N729_Japan_NB_Contribution_Relative_N678.pdf
file:///C:/Users/hbenko/Desktop/SC%2042%20Plenary%20-%20October%202020/SC42_N733_Canada_NB_Contribution_Response_N678.pdf

OpraHusauuma paboumnx rpynn (working groups)

' '
O

MK 07/1K 164
ISO/TC 62 ISO/TC 215 (Health informatics) ISO./.IE.CJ.TC 1/.SC 42
, : ] : : (Artificial intelligence)

(Electrical equipment in medical practice) E E ; E E E
| : | | 1SO/TC 215/ . Application of Al | ISO/IECITC 1/SC  Artificial Intelligence
ISO/IEC 62 ' Electrical equipment, . AHG 2 . technologies in health - 42/WG 4 . Serve as the focus and
electrical systemsand . informatics . proponent for JTC 1's

- software used in

. standardization program

e i 1S0/TC215/  Joint 1SO/TC 215 - IEC/SC on Artificial Intelligence
. effects on patients, ; WG 622 we: SaI:e, T:;ect|ve  Provide guidance to JTC
 1SO/IEC 62 A . operators, other persons anf Secure des th [T - 1,1EC, and ISO
: . software and healt . committees developing

: and the environment : . .
. systems, including those

. incorporating medical
. devices

........................................................................................................................................................................................................................................................................................................................................................................................................................

Artificial Intelligence
. applications

ISO/TC 210 ISO/IECJTC 1/SC 7

(Quality management and corresponding
general aspects for medical devices)

GOSTR (Software and systems engineering)

ISO/IECITC 1/SC : System software

_ Artificial intelligence in : .
. 7/WG2 . documentation

1S0/TC210/ Joint ISO/TC 210-IEC/SC 7C 164/5C01
healthcare

WG 2 62A WG : Medical device
. software
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% pkO1l@npcmr.ru

’-‘!] http://medradiology.moscow

https://mosmed.ai/pk01

d.sharova@npcmr.ru

+79269650095

https://tele-med.ai/
http://mrororr.ru/

https://mosmed.ai/

http://ndkt.ru/

http://cKkpnHUHrpaka.pod

http://pet-omc.ru/
http://tele-med.ai/obrazovanie/distancionnoe-obuchenie/

Hawwu cou.ceTtu:

Facebook: Paanonorna Mocksbl

YouTube: Pagnonorna Mocksbl/Radiology of Moscow
BK: HIMU MeauunHckomn pagmonornmn A3M

Instagram: medradiology.Moscow

Telegram: MoscowRadiology

OpaHoKnaccHUKKU: Pagnonorna MocKBb!
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