(JAHIS

RETENMBEREFEZREERBUER ATLAXAFTT

BERZICHYSER - EA#IMICOWNT

2021538 10H
FECHENE R RALEZRRE



(JAHIS

1. COXRAZDFENICDOIT
. SEFENDOTOPICS

. EREEREDOE M

. ERETIRR

. REE OB

A hWN




@AHIs BREMYE - mBEEZRAESOATE)

BEERZICHAYT 2EREERBORE
P EImiEE

RERIIMZEEA. ERRHICERT
BT R REEFDLE




(JAHIS

SEEEDTOPICS

=i EAEA REEFRBUFES AT LIRS



[BAHIS ERBHATLOBERZICHTS

JAO2ROX ML K<MEBKE > Ver2.0

EEREICET2ERXSRBRAE
JISQ13485 : mB R AV}
JIST14971 : YR I 2RI AV
IEC 60601-1-6 & IEC 62366-1 : 2 —HYE Y 754

EEEREY ZF7I7ICEHTAEERSHBHEE
JIST2304 : V7 b0 T7347947 0L

IEC/TR 80002-1 : HA4 &R | IEC 80001-1/-2 :EHEEE

EEBRNATLDBERLICHETRIVRITERIAY P HAF (BRiE)

YEpEEEBR

JIS T 14971/ IEC 62366-1 /JIS T 2304 DI E AR

. ‘IIIII‘

-----------------------------------------------------------------------------------------------------------------------------

JAHISEEBEZEHAFDAR

=i EAZEA REREREUFERS T LIRS



[BAHIS ERBHATLOBERZICHTS

J
A
-
|
S

(JAHIS

| JAHI SHHSTEH 2o-—1

]

JAHIS

ERERVATLOD
BETLICET 5

JAOIARTD A
< fEER %R > Ver.

2020578
FREMRELHE ATLT

AR
2.0

E §:3

et -RAREEERE

=t EiEA ﬁﬁEﬁﬁﬂtﬁ%&*‘/R-}bIﬁg

[B#Y]

JAO2ROX ML K<MEBKE > Ver2.0

BELREYRIIRDAVIDE

ERFZITV. REEEHERT S

THAZTRITTEHRIICT AL

[SERE]

R R TORRBERY LT

ERTEE

| (#)BR (2009498 ) M B|

RS- SRRBORED KBR)

[SE A /\]
-“TEE-RETEEZEES
-%?73)1/7':::,5\
-ﬁBFEJ/ZTA:»zE
BERENAFEMEZER




Eﬁ'liiﬁvx-rlxd)%%‘fékﬁﬁﬂ'é')xﬁv?k

(JAHIS *45|H

SAVNAAR <ﬁ¥nﬁﬁ >Ver2.0

EokR (20204E7 B $£17)

#ER  (20104E9 B %£47)

ERRRRE BN E E R 5 BN G

1 ISO 13485:2003 JIS Q 13485:2005 ISO 13485:2016 JIS Q 13485:2018

2 ISO 14971:2000 JIS T 14971:2003 ISO14971:2007 JIS T 14971:2012

&) IEC 60601-1:2005 IEC 60601-1:2005 JIS T 0601-1:2017
/AMENDMENT 1:2012

4 IEC 62366:2007 IEC 62366-1:2015 JIS T 62366-1:2019

5 IEC 62304:2006 JIS T 62304(/F=E) IEC 62304:2006 JIS T 2304:2017
/AMENDMENT 1:2015

6 IEC 80001-1:2010 IEC 80001-1:2010([@ %)

7 IEC 80002-1:2009 IEC 80002-1:2009 (@A)

8 ISO/IEC Guide51:1999 ISO/IEC Guide51:2014 JIS Z 8051:2015

9 ISO 8402:1994 ISO 8402£1S0O 9000-1(XISO 9000r ﬁ'?
FOAVNDRT L-BEAREREE IICH

10 IEEE 1044:1993 IEEE 1044:2009

1" ISO/IEC 12207:1995 JIS X 0160:1996 ISO 12207:2008 JIS X 0160:2012

12 IEEE 610.12:1990 IEEE 610.12:1990 (Bl %)

13  1SO 9000:2005 JIS Q 9000:2006 ISO 9001:2015 JIS Q 9001:2015

14 ISO/IEC 90003:2004 ISO/IEC 90003:2014

15 — — IEC 82304-1:2016 JIS T 82304-1:2018




(JAHIS

ERS AR OTF

-ERBB) 7 M ITTPHSANARYI)T P ITTA-
~ATFALIOFRNE—DHK-

=i EAEA REEFRBUFES AT LIRS



@AAHIS NIVA )7 P2 I TFORERENE

Rl S\ Ul

i E TR L\ L

ANIWRITRIITENNRITY AT L
G471V ERTORE R, £F21UT7

REH-BAFR BEA B& K I A
HNEENDEE AN RY—ERIBEESOEE
s 5 3
_ A ) & S
L Y B
& F | i 3 @
w g & € 2 5 5 1 ff &
#o® E 9 0 : = 3 g =
x U 1 3 = 7 %
g | iz 2 b
£ A : B & 1
e CE >
L i %

HAiE.E&. OVt a77—<

HNFUR HEEDIRE
#HEisUE . HAI. &H YROER
mEER TEER

fAEREE X2 )T1ER

AWER/21—YE)T4 T34\ —ER

=i EAZEA REREREUFERS T LIRS



@aHIs NWVWARJ)7 bIITP OBRBRENHE

ANIVAYITRDITEANLNRITO AT LA
FA7HA(IONLERTORE. DR, X2 Tq

E-FAR A B K 51l B
) IEC 62304 AL ZH—E R IR BAER OB
@ . IEC 80001-1 @
© IEC 8000122 [RASstele

EG :80001 2.8 |[EEEOE

® ISO 81001 1

HNFUR D EE
fH&E k. FHEI, EAH YR EHE
mEER ZEEH

P RN AL IYEN

10



(JAHIS DIEC 62304
Health software —Software Lifecycle Process

ANIVRYITNYIT —VINDITSATH AL TAEER

-|EC 62304:2006 D 2 fk
-ISO/TC210&£1EC/SC62AN B RWG THAIWG3IHFFRELEDH TLV =
2013 R=—4 TTC215&IEC/SC62AN & RIWG THAIWGTHIWG3IM SB[ #EL VS
-EEERINIITTINOANIILRY I I F(ZRA—TEIhKLI==. AREFEZREL.
2014 R A TIX2018F 9 ISHRITHHIZEL TL V=,
20169 CNETHREL TE-WDECDEL TNPIEELIFIRENT-
‘201758 CDERE BARIIRAFEZEREL TR
-2018F5ADISIRE REIF[MREADHNVENSHEEBICHRIER S,

—ISOJEKEE. IECHEZETHERDISIZITHEZET CD2t% 5 EAR
2019438 14971 BMOCD3RE BRIFAAVMMIEER ASF1BOH R *t
20195128 DISKRE BARIAAVMIZER ISOBER. IECEKRETHESR R
-2020528-48 TFF—LIZKBEEERE

-14971%Z& 7B EL7ELY

yé’]vz éﬁ—»?"ntxd)ﬁfz—“‘él/\)lx ]
PEIO—Fyv—rDIKRITELELT - F6DODF—IEH

-12/8,9 Webinar
-2021/1/1~3/26 CDV3/DISIZE



(JAHIS

MIEC 62304

nroposed for CDV3

AJARYIRHITTF
IZHE K

EREBYINITTLIEE
BBV INIT7EAILRY
FrII7IZEEND

IEC 62304
EAX&h5

-REVRAT LA
JROEE
IO TFIE

_ . RENESE
. fﬁg’kglﬁ HAZUR
mEVATL

JAOEH MLLEREIR

(ff{/ﬁ—“b421U5afE€?¢” EHEE‘E

YIrHI7TIOEADE s e
B AL HAZRHRE

© JAHIS 2021

—BEHEEA REEREHUREL R T LIRS

12



(JAHIS MDIEC 62304

6 “key issues” tackled by the Task

Force

Should IEC 62304 be split into 2 documents?
Use of ISO 14971 as a normative reference
Application of IMDRF SaMD risk categorization

Is the “software classification” scheme “harmonizable”
w.r.t. “acceptable risk”?

Should IEC 62304 keep software safety classification?
6. Legacy software reguirements
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62304 Software Life Cycle Processes and Activities

9.0 Problem Resolution Process

8.0 Configuration Management Process

7.0 Software Risk Management Process

5.0 Development Process

5.1 Software development
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5.2 Software requirements

analysis 6.0 Maintenance Process
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Health software
-Part 1:General requirements for product safety
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Figure A.1 — HEALTH SOFTWARE application domains and scope of related standards
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ISO TS 82304-2 Health software -- Part 2: Health and wellness apps--
Quality criteria across the life cycle--Code of Practice
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- Accessibility and inclusiveness

Relevant actors™

Id Functionality/type of app Description and Recommendation
Supporting actions

Web Accessibility Directive™: Content of tracing apps should meet the
accessibility requirements set out in the Harmonised European Standard

(HEN) 301549 whose references may be updated from time to time by | Harmonised
eHealth Network (R 301345 + S
MO1 Accessibility standard Standard

Specific group of people/circumstances: consider also specific device (HEN)

that nsers could carry (eg relevant for digitally excluded people, outdoor 301540%°
. . . . . workers, healthcare workers etc)
Mobile applications to support contact tracing in

o . e e el e e e e e B I - e o e - = o= = o= o = —
the EU’s fight against | Comsiderafions could be ziven 1o the CENSO 833042 Qualty |
g Reguirements Conformity Assessment (QRCA) work that could help CENTSO
Covip-19 I Mo UX standards, why levant assessing medical safety. usability, safety of personal data and technical 82304-2 Ongoing work CEN/ISO |
lity of health apps and i Health A ity Label.
Common EU Toolbox for Member States | iy e apps and issues a Health App Quality |
e = = = = e e e e e o e e e e e e = e e e = = e e e = = o = = = = |

202054158 EU®Dcovid-19E 7T DRF AR
[Z{5 &L
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QRCA (Quality Requirement Conformity Assesment)
mm B EZKE A 14 ST

FIVI)APDRABTEFTEDHT
FIGINIVIZREET D

20

Weight
Healthy and safe
5.2.1.2 Are age restrictions of the intended users or subjects of care made clear to potential 1
customers and users?
5.2.1,5 Are assessments done to establish whether the health app is a medical device or in vitro |3
diagnostic medical device, and if applicable is regulatory approval obtained before the appis
made available in each country?
5.2.1.6 Are health professionals involved in the development of the health app? 3
5.2,1.7 Is appropriate peer reviewed scientific literature used in the development of the 2
health app?
5.2.2.1 Are the health risks of the health app analysed? Required
5.2.2,2 Are measures used to control the health risks of the health app? 1
5.2.2.3 Are the residual risks of using the health app found to be acceptable? 1
5.2.2,5 Are potential customers and users of the health app made aware of the health risks, Required
contra-indications and limitations of use?
5.2,2,6 Is a process to collect and review safety concerns and incidents for the health app 3
maintained?
5.2.3.1 Are ethical challenges of the health app assessed and documented with intended users |1
and health professionals?
5.2.3,2 Is the health app approved by an independent ethics advisor or ethics advisory beard? (1
5.2.4.2 Are potential customers or users made aware of the health interventions applied to 2
achieve the health benefit?
5.2.4.3 Are potential customers or users made aware of all financial costs to achieve the health |1
benefit?
5.2.4.4 Are potential customers or users made aware of the need for support of a health profes- |2
sional to achieve the health benefit?
5.2.4.5 Is evidence available to support the health benefit of using the app? Required

—BEHEEA REEREHUREL R T LIRS

Flag or
Fx . tralth app quality label
lngo P ity
e
‘ (2]
App
| px name
icom il e a-
leons E— Flicform lcans
10 x40 px S
Spacing s px . | st app ra fadaitres o

Dotted line
Thickness 3 px

laxh 2 pm, Gag 9 px

lenn —_—

15 %25 px

Spacing 1ext to loom

Rating
hlock

Rating
hlock

lcon e

Sne akbown

allpa 1o pe 20 px

[Bememt of ehie app

[mr this app [Intended ueany| can Jinoerced aee] /' With
k

5 arg [ 08 10 [wernbad users] (osabih efeat] [¥uie] ]

Uhvmch [heore] s s o ves agproresl froes s |
heatin proemuta nal afore am.

| Hualthy and safs

iiverall health app quality score

C B A

E Appchedend ar [deix] &

-1-1-B(-

&

23



(JAHIS @ISO TS 82304-2

ARV ITRGI T IN—R2:ANJLREGIILRADT T
—~SATH A IEERD LB E--EERE

BARRTTa—IL

WD A & ET 10/30-31 T ILIF toF &%

wD2[E & 2020/1/13-1/19 T ILIIF toF &5

WD2a A MM&ET 1/23-24 J1)a vyt )LF toF &%
WD3[al & B A 3/1-3/15 2B DEE

WD4[EE 4/17-4/24 PTEIWGT

CD#% Z(CEN/IEC/ISO) 5/1-5/30

CDOAUMER 6 A

DTSIZZE(CEN/IEC/ISO)  3/2-5/27 1238 RS 533
TSRF AV NE(E 2021/62??

20217 ASH R R EARR

—BEHEEA REEREHUREL R T LIRS

24



(JAHIS @IEC 80001-1

SAFETY, EFFECTIVENESS AND SECURITY IN THE IMPLEMENTATION AND
USE OF CONNECTED MEDICAL DEVICES OR CONNECTED HEALTH
SOFTWARE

Part 1: Application of RISK MANAGEMENT
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Application of risk management for IT-networks incorporating medical devices
— Part 1: Roles, responsibilities and activities
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Health software and safe health IT systems
Safety, Effectiveness and Security (SES) across the lifecycle

Design and development Implementation Clinical
phase phase phase
Accountable manufacturer Accountable Healthcare Delivery Organization (HDO)
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Health software and health IT systems safety, effectiveness and security
— Part 1: Principles, concepts, and terms
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HEALTH SOFTWARE AND HEALTH IT SYSTEMS SAFETY, EFFECTIVENESS AND SECURITY

— Part 5: Security
-- Part 5-1: Activities in the Product Lifecycle
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