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COCIR is a non-profit trade association, founded in 1959 and having offices in Brussels ang‘&na, representing

the medical technology industry in Europe COCIR(EXHERRR. B FEEZES5T &£ EEFRATIYIBE), B
—RIEEFMA DS, ML T1959F, GAHhEERMPEERENEL, KEREONETRATTIL.

COCIR covers 4 key industry sectors: COCIR;K Z 4 F E 47\ s
«  Medical Imaging BE¥81%
 Radiotherapy FESETT
* Health ICT BEEERA
* Electromedical B FEZ

Our Industry leads in state-of-art advanced technology and provides integrated solutions covering the complete

care cycle. FANITU S|FEHRANE R, REBEENEGRPNGERATR.
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1. Importance of clinical data and how Digital can
contribute to RWD?

I REHEN EZ A F R B I B SL
FENIE?
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COCi.I;. Importance of cIinicaI data in the context of MDR
o i MR BB R TT BR AE AN JEE

mPRIFAT
* a methodologically sound ongoing procedure
* to collect, appraise and analyse clinical

data pertaining to a medical device —&

SaUE. THMENo T ETEEEXIq ,
EE’;%HE Y7 Er_ App. A9-A10

e and to analyse whether there is sufficient
clinical evidence to confirm compliance
with relevant GSPR for safety and

performance BRSO EEE EiERYIE
PRUHEAIEEZEFIMEERFatEX
GSPR(BFRTEMNIEEEEK)

\/

* when using the device according to the
manufacturer’s instructions for use =3 esiifL

AR IS AT AR5 (E FRET

Source: COCIR transposition of MEDDEV 2.7/1
rev. 4 to MDR
MEDDEV 2.7/1 rev. 4 4.4k, MDR, by COCIR



Available guidance on clinical evaluation & investigations

o wer B under MDR & 71 HIMDRAEZR T Ig AR 1FH A ARl e =

Guidance on sufficient clinical evidence for legacy devices Z &5t 7 £ G R I IEIS FE8
Guidance on Equivalence 3G Z G35

Clinical Evaluation Assessment Report (CEAR)  I[f AR TE 3R & (CEAR)

Post-Market Clinical Follow-Up Report (PMCF) _E /51 KER BRI & (PMCF)

Safety reporting in Clinical Investigations [[RRIXIE PN LIRS
Summary of Safety and Clinical Performance (SSCP) Z4& X IIff Pk M4 &E 2 45 (SSCP)

Guidance on Clinical Evaluation (MDR) / Performance Evaluation (IVDR) of Medical
Device Software [ j7 =54 2K (I AR (MDR)/ P BE AT (IVDR)FE D

Gap: Guidance on Clinical Evaluation (transposition of MEDDEV 2.7 / 1 rev. 4)
mESIE R EKRIEN TSR (HMEDDEV 2.7 / 1 rev. 435 4k)

WWW.COCIR.ORG .. . ‘
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Use of Real World Data ESCiHJREIEN

* by healthcare systems to better leverage real world evidence to improve patient
outcomes and processes — enabled by technology solutions BT F AR BAT R, EST

AR E A HE LSRR B E e ARG R

* By manufacturers for the development and validation of (Artificial Intelligence-based)
health and medical device software FHFHERFF A (EFATEEN) EFF
B Ir s B 5

* by regulatory authorities (especially in vigilance and market surveillance activities) 18
SEFEE (FrEBERNmakhEias))

* by HTA bodies, payers, and procurers for assessing the value of health innovations for

EWmmmﬁmEFﬁﬁﬁmMﬂ S B MREE TG ETT GIFINTZEND
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o= M How Digital Health can help in RWD %4
@o°

g

S B 7JRWD

 Changing boundaries of what is considered health data 2 2% R &R Y14 57
= Electronic health records B, FfE 4
= Genomic data £t [F 2B £115
= |Input from wearables JEF 0] ZF & 254 IV £ 1R

Nutrition & FR AT

Lifestyle / Socio-economic conditions 4 5H 77 /At & & 555 544

= Living environment (water, soil,...) & HFIFE(K,. TIEE..)

= Reported outcomes ff Rk &

 Digital health provides the opportunity to collect, combine and share data, leading
to insights and innovations improving patient outcomes £ Fie {7 N £

BAMHEEHENYS, FEREMEE, MmdEBENGTTUR

WWW.COCIR.ORG .. ‘
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COCIR B How digital health can help in RWD %=
Qe¢o;

(T
v,

FB17JRWD

e Establishing a European Health Data Space 1% M M2 B EHE =S 9]
= Data governance framework Z{3E55IEHEZ

% Access and use of data ZIEFENS5{EH
» Data quality &IEGR=
% Interoperability 2 5
% Standardisation #rAE1{Y,
% FAIR principles /A3 & ]
= Infrastructure A5 i
% System architecture R 5244
% Cross-border exchange £ 5374
= Capacity building 88 J119 %
= Skills % B

WWW.COCIR.ORG



http://www.cocir.org/

.Aa/m«c:hy Healtheare
. L)

WWW.COCIR.ORG

2. COVID-19: Industry initiatives in cybersecurity:
reference to IMDRF workshop and to initiatives
from our industries on cybersecurity by design
COVID-19:17 IV $3X W28 & & %5455 75 IMDRFHT 1
%& &7 e il AR IR TR 25 < 2 75 H BY1E
;
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e ienee W COVID-19: what are our industries doing?
s SIS RAUTLAT A

* Dynamic involvement of our industries with re-organization to respond to demands
BANMFTW RS 5 E A I &K

e Supply priority medical devices for COVID-19 patients 5t by iE 2 HIREEFTRW

* Ensure manufacturing plants can work and re-adjust their production to respond to
the demands from governments and hospitals ##1F % 4 = E 2 BTN E R E K EH %

* Ensure engineers/workers have protective equipment and can move safely cross-
border to ensure installation and well functioning of equipment in hospitals and at

home RETIRIFMTIAMNPIPESEEREHE BRESEERTNRFPED R

e Share best practices and show the importance of Digital Health =21, ZM#FEER
Nl

WWW.COCIR.ORG .. ‘
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o Industry Innovations 173 615t
o°

« Industries continue to innovate to provide priority medical devices 17 R 3G, BRELHETIEM
» Ventilators FEIRA]
* |maging equipment &EF R EF
= Oxygen equipment FEEF (flaN, ECMO, (KIMEEE)

= Ftc 5

* In addition and because of the increasing importance of Digital Health, COCIR is communicating event more
on the following strategic elements: EHf, AT FEENEEMHZEF, COCIRIEEIIATEIEEE
RHITEZIR

= Cybersecurity (ensuring cybersecurity by design) W& L2 ({RIER T EITHNEL L L)

= Artificial Intelligence (refer to concrete Al solutions available on the market) A T &&E(F 5Tz LILF
BIAIFRRTT )

» Health Data Space 1 #13EZ (8]

» Need for implementation and scaling up of EHR solutions and ensure interoperability SCIR 33K B F
BENE, BEREDEM

WWW.COCIR.ORG .. ‘
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IMDRF / DITTA virtual workshop on CYBERSECURITY - 21 Sept. 2020
DITTAZE I L & H i< - 202059 5 21 HIMDRFZ 1 Hf [g]

Goals HAY:

iy * Discuss the |mpIementat|on of the IMDRF cybersecurity guidance in different jurisdictions 1512 IMDRFM %8 &5 7
Joint Virtual Workshop Z_ I_J . %/i@l: 'ﬁ*}l*’j El] 9_75/@

. Léearn from healthcare providers on steps towards ensuring their facility is secure [6] Ef7 R BIEHEBZ I RRHEIRESR

Advaucing Healtheare
®

* Learn what the medical device industry is doing to make devices more secure and prevent cyber attacks 7 ## & J7 251

TR 2 S IEMERENER

Attendance: 500 registered participants - 322 attendees (regulators auditing organisations, healthcare providers, scientific

societies and industries) 500 A\SE#E, 322 AB2 (K&, HitHH. By REREEE. NTNHNRTIRE)

Speakers: 18 from 6Jﬂur|sd|ct|ons (Slngapore USA, Canada EU/Germany/Belgium, Japan, South Korea) X = A:18\k H6
/\Tﬂa‘ BRRXMETRFME. £H. MEA. KB/ EE/LFN. AA. HEH)

Key Take-Aways: Xi(=E

* All actors (regulators, healthcare providers, HCPs, industry) in the medical device regulatory system consider
cybersecurlty a priority and take active steps to ensure safety and security of devices EfTss M L BE R ETNESS
F(EENW., ErfRERftE. T ENEeL2RWALESTM, HRXBRBERHRETLE

*  Published IMDRF cybersecurity guidance is an excellent first step towards global convergence IMDRF& 15 I M & L2 £ 35
BRLEEKRMENEEE—F

* Further work is necessary on, for example, the practical implementation of security for Iegacy/transmonal devices and

shared responsibility at international level X E#H—FSFRET{E, a0, VL ELERZTELHIRENES,
MR EEFEmESE

» Cybersecurity is a shared responsibility across healthcare stakeholders P& &4 2 E 7 F 5 t8X L E=E

WORKSHOP PROGRAMME
7 TSR
S P EA KIERSSEOWIE RV I'EW

MONDAY 21 SEPTEMBER 2020
13:00to 16:00 CEST / 19:00t0 22:00 SGT / 7:00to 10:00 EST

WWW.COCIR.ORG Link: https://www.globalditta.org/media-centre/events/article/imdrf-ditta-joint-virtual- .. .
workshop-cybersecurity-where-are-we-today.html
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COCIR B Cybersecurity By Design 1B FiEiTHIME L4
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Qoo
* The manufacturer is responsible to address T densin
cybersecurity during the entire product life
cycle. FIIERH B RTEEEN~ mEmEL o in

W ﬁl\ 3'% IX_XJ % Hﬁ_‘-ﬁ ﬁﬂ iEIEE becommissioning Health IT life cycle SRR

* The expected intended operational
environment of use has to be clearly
documented (e.g. in the IfU). @A ABFAIC %
£ ARSI MEE (B0 miiAH)

Implementation

* Newly identified threats and remediation R I
scenarios have to be communicated. 418 3T
BRIl DO B S OFES \ e
Mitigate

ISO 81001-1 .. O ‘

WWW.COCIR.ORG
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.MWWMW Sharing of information 5 2
..

* Information sharing must be bidirectional {RIEX [l EH=E

* Security information through accompanying documentation such as but not
limited to Instructions for Use, Instructions for Administrators and Network

administrator guides BidHfE AR eS8, SIEERR T AN
. BRGNS EIERIEE
* Information published on the manufacturers website or part of procurement

process: 7t #ll1& i M b _E Ay /AFHE RS R T ER)—3B 0

= Security and Privacy whitepapers &4 5RAE~K

= MDS2 documents MDS2X #5( & 7 =& il & il 1& 1y 15 558 7= FR)

= System security status / patch information AL LR /4N T E R

= Security notifications &4 18 40

= Other security relevant information i <E &

WWW.COCIR.ORG .. . ‘
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Need for remote audits under the MDR in times of COVID-19

COCIR Recommendation

ummgme o
for COVID-B.

2 April 2020 Guidan
during COVIDHI quaran e ardders and el resricions:

bythe fon Forum (17 that poposes akermtive
SLLemEnt with specific guidance:

issued
in extroordinary circumstances. The AFDlsdwbkshed

02 on ool device Notified

4 November 2020

WWW.COCIR.ORG

Need for remote audits under MDR
MDR FEZL NIz

2 R

several Notified Bodies will not update existing MDD certificates anymore —i&

NENEANBEFHFMDDIUES

COVID-19 is delaying MDR audits due to (travel) restrictions BT #1 & &R
FTBR &I, MDREHTZEHIEIR
®" many audits postponed until between November this year to even early
next year (or even not scheduled at all) I ZE&Z#IRESFE11/, EE
BREF XA B E L it&).
Qré\rii%gé)ssibilities to step back to MDD production [B]1E)MDD4EZE N4 =HYR]

need for remote/virtual audits = HIT IR/ EHLIEHZ

= Recommendation: expand current guidance (MDCG 2020-4) on remote
audits to all (not only essential for COVID-19) devices under MD

i KBTI EEZINTES S (MDCG 2020-4)# K E|MDRT Y FR
5 (Wxxﬁcovm-w?t?éi%)%%ﬁz
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https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_2020_4_nb_audits_covid-19_en.pdf
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COCIR Qualification of software as a medical device &5 & T84 A%
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Software as a Medical Device in scope of Medical Device Legislation - 2020

Software not regulated or situation unknown I Large scope
Fewer software regulated than average I Biggest scope
I Average scope
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3. Better access to innovative MDs to contribute to better
healthcare: welcome fast track regulatory framework in

China and importance of Al
MU CIFETHRMEAN, HEERTRE: XHHPE

AR RS, MR AT SRMESN
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Fast Track Regulatory Framework in China
o‘*i"“:““”“"*"” (51t B3 BRI A 00) = I R i i M HE 2

BEREMERIRETEMAARNSD

B CENTER FOR MEDICAL DEVICE EVALUATION . NMPA
wWwww.cimde._.org.cn

B To encourage innovation of medical devices, China NMPA established Procedure for Innovative Medical
Device Program®*, which helps for innovative products speed to market — CMDE provides
NEINETT AT, B S B R S CAIET R T AR ) H AR ) . I Bh e
PO AN . B2 B =) BT A s R i PR O R A
> consulting services and technical comments during the whole process; =i 2 & 1) Al 55 FlF AR
=9
> Priority of reviewing; {tJ% i PF
> Disclosure of review report. A5 PEH 15
In 2019, EUCCC-COCIR China got accepted by NMPA as one of the total seven innovation service stations, the
only one among all foreign Chambers/Associations.

20194, A [ RK B 7oy 2 ¢ B2 ) 7 AR AMEOR B PP RO NN -BAS BB i 5l s 2 —

* Two documents issued by CMDE: <Process for Innovative Medical Device Program>, and <Standard Operation Procedure for Innovative Medical
Device Program>




Importance of Al — What’s going on in China

Advaucing Healtheare
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Artificial Intelligence Medical Device Innovation and Cooperation Platform A T EHEeETEEWOEISIEES

B The Platform was jointly launched by 14 organizations including CMDE (under NMPA) (Executive Institution),
the China Academy of Information and Communications Technology (CAICT, under MIIT), and International
Health Exchange and Cooperation Center (IHECC, under NHC), etc.

1% FEHERAMREEEEBESMRARENTRL, TEH NETEESEENRERE. BExXBER
RERS TEERFREERRS SRR UOF 4TI EER S BlIL.

B 12 Work Teams are performing from perspectives like technical regulation, data governance, cybersecurity,

standardization research, clinical evaluation, etc.
BRI EREETE.

I2ATHRERMBANER. SURIRE. MERE. TNEL. |

Chinese Measures on Cybersecurity Review FREMNEELEEEHEEZEE

B |n April 2020, The Cyberspace Administration of China (“CAC”), together with 11 other authorities, has jointly
issued the Measures for Cybersecurity Review Product Risk Evaluation Report 2020F48, EZxRMNEHE[E

Htt1 18R JBRE A& T (NBLEHETNE)

China’s Data Security Law is under developing FA[FE (ZIELZ S L) IFEHIE

B |ndustries pay much attention to Connection between this law and Cybersecurity Law, Definition of Data and
Important Data, Control of ‘Data Activities’ and Testing, Evaluation and Review of Data, Export Control of Data
SOFWEERINAT (MEZRIX) IIXR, SENERRIENEN. "8RS bR
M, EFOFE. FdEaH O,
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 IMDRF New Work Item on Artificial Intelligence (definitions &
terminology)

IMDRFxF A T & 8E/IHT LW B (€ X FIAKIE)

. Development of horizontal EU framework for Artificial Intelligence

BITEERNEAR

* COCIR sees no need for novel regulatory frameworks for Al-based
devices in Healthcare, because the requirements of EU MDR are
adequate

coumAjﬂE SAETTRETET AT EENREEIHNE
EER, REAMDRMERCLREH

ARTIFICIAL INTELLIGENCE IN
EU MEDICAL DEVICE LEGISLATION
Septewder 2020

CXYE, e Eureptan Croralnatin Crmcarihier of tie Faafolopiond, Olechostalio! ond Meattboare [T tvdisry
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| Artificial Intelligence
In Healthcare
AT SBREEET /A ERNF
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COCIR ARTIFICIAL INTELLIGENCE USE CASE 04

E S
Al WOMEN'’S HEALTH
ULTRASOUND

sc0
COCIR
Addeaucing ealficare
[ Y

COCIR ARTIFICIAL INTELLIGENCE USE CASE (

Al IN ADAPTIVE RADIOTHERAPY

. [ ® COCIR ARTIFICIAL INTELLIGENCE USE CASE (] K (] o
L. WiEEp— e
7 i

y

COCIR ARTIFICIAL INTELLIGENCE USE CASE 02

Al FOR PNEUMOTHORAX (PTX) DETECTION
Al IN CHEST IMAGING

& IMPROVED WORKFLOW PRODUCTIVITY

so0
COCIR

COCIR ARTIFICIAL INTELLIGENCE USE CASE 05

,%0
COCIR
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COCIR ARTIFICIAL INTELLIGENCE USE CASE 06

SNAKEBITE & SNAKE IDENTIFICATION
VIA MOBILE DEVICES

TELEDERMATOLOGICAL SCREENING
SOLUTION VIA MOBILE DEVICES

Y COCIR ARTIFICIAL INTELLIGENCE USE CASE 09 Y COCIR ARTIFICIAL INTELLIGENCE USE CASE 10
o o
cociR cociR
[ Y P @ ¢ oz

Al INMAMMOGRAPHIC
BREAST DENSITY

Al BASED RADIOTHERAPY TREATMENT
PLANNING SOLUTION

COCIR publications on digital health topics - www.cocir.org

COCIR ARTIFICIAL INTELLIGENCE USE CASE 03

Al IN PATIENT POSITIONING FOR
COMPUTED TOMOGRAPHY IMAGING

0@ COCIR ARTIFICIAL INTELLIGENCE USE CASE
.

Al IN CHEST IMAGING

More COCIR
Al Use Cases
to follow

F ZAIE FHE 15X ECOCIR
BRI K T HFRRAN T -

WWW.COCIr.org
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https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_01.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_02.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_03.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_04.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_05.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_06.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_07.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_08.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_09.pdf
https://www.cocir.org/fileadmin/Publications_2020/20009_COC_AI_USE_CASES_10.pdf
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