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In the slide #11, a question about the 3rd bullet:
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Regulation changes for products without a medical
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intended purpose (focusing on cosmetic lasers
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As for "regulation changes for products without _ ) ~
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a medical intended purpose", is this similar o
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concept to EU MDR?
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As you explained at the end of your presentation,
the number of ANVISA's GMP Certificates using
MDSAP reports is annually increasing, but the
MDSAP reports are not legally substituted for | (EH)
Brazil GMP. Does ANVISA plan to adopt the | &J|2t H2eZ2= HE 1S, S ANVISA= MDSAP
MDSAP program in place of the current Brazil | 0|26t T3S 243 &0/H, & AL H
GMP program as Canada does? ANVISADt THE =2 GMP IS ME ZZoH0t &.
Ol =™ HUCHHE MDSAPOl BGMPE
=> MDSAP E10ME BGMP IS0 AtEot= =0t | HIAE = JUSK "ot = UAS A Y.
OHE =216t UAKXILH BGMPE BEC=z= UX It
X 20 A2, HUCIHE MDSAPLZ Uildt=
HHMHZIE Dedotd JA=sIH?
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Would you briefly update us on the regulations

of medical devices in your jurisdiction?
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EU, European

Commission

(22)

Question about presentation slide #5, which
information of MDR or IVDR will be released on
the DG SANTE website? When will the DG
SANTE website open? And will the MDR
(https://eumdr.com/) website be closed if the

DG SANTE website is activated?
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— New Regulation:

http://ec.europa.eu/health/md_newregulations/overview,

including dedicated factsheets:
— Getting ready:
hitp://ec.europa.eu/health/md_newregulations/getting ready

including guidance documents
hitp://ec.eurapa.eu/hedlthvimd sector/new requlations/auicance
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What should be included in the post—-market

data to supplement the insufficient clinical
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in the market?
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Would you briefly update us on the regulations

of medical devices in your jurisdiction?

Russian Government Order No. 14160 2/&J]J]
AH =2 AE(HHE)0IH COVID-19 &3 22D]0|
Ol 0l #&0l ®&2&. No. 182601 '20&@ 11&



http://ec.europa.eu/health/md_newregulations/overview
http://ec.europa.eu/health/md_newregulations/getting_ready
http://ec.europa.eu/health/md_sector/new_regulations/guidance
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Singapore said that it will apply UDI no | (&%)
differently from the EU and the US, but the EU | EU UDI= 2lZJD10 2=&NH

(e]]
introduced a new concept called Basic UDI-DI, | OlolietH & 212!, Basic UDI-Dle SYAM 220 &
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(22)

A question about 2nd bullet in the slide #8:
please explain more about this fine tuning of
the regulatory framework for the approval of

clinical trials.
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In order to verify AI/ML based devices, the o
. Al/ML 2I2J10] £&= JIEF 2271212 AlE SO0
manufacturer prepares its own data set to o
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verify performance validation of the product, o _
) ) SHN Reot=XEg HE SRotH & 1 A
generating results of performance evaluation
. ) . (2H)It A2 U= (RWD)UIA U= AHOIE,
and clinical evaluation. However, if the product
) . 20l A23UZ2. RWD 83 Uz2 2482
is verified based on the real data collected ~
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from hospitals, its result is not reliable. In this _ ~ B
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regard, is there any method to verify the _
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product by narrowing the gap between those

results?
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oltE L 9ZI|J|¥(Medicines and Medical
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Regarding UK's Medicines and Medical Devices | 0] B2 &I A2 JHES 0 & ¢ M2s =
Act, what does differentiate the Act from EU | HEQI AlES A5tz MR BHorE 2t HEY.
MDR? g=0 EU 34 €E 0lF IJFE 01D
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In your slide #7, 'opportunites for harmonization' o L )

Harmonization(%=3l) &858 &YotXH, MDSAP
are stated for NWIE proposal. If you have a ~ _

AAF 2AZS AFEStE A0 Hlxs g Y.
specific plan for the harmonization, please explain

=J)I8 28 O 2740 E24Xot 22 =I}
more.
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=> 2o s =20l 7HUM NWE proposal Al
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O =3t =0l st Al (demo) AHtEE EWHF1
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hamonization(£3at) A& UCHH HH SESHH.
GRRP

(22) (=8)

| welcome the initiation of activities aimed at | Ml =30l J}_HA GRRP ARI1E2 HHME =1
harmonization among regulatory authorities on | CABOIH £2 2&#E E0F== KNS HLULCH
the requirements for premarket review of | Z&Q =2 Z2EE d 220 ALY
medical devices. What do you consider to be | Z&0l J|Bt&t OLOICIHE S%0otH Sh= 20ICH
the most difficult challenge in achieving | otXI2F 2 E Lict= 0l2{8t 2#S H&E5t= dl
regulatory harmonization of these requirements? | QA 22 CHE Z=H| SHN U220, 2+ Li2Holl
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Biases and Confounding of PMCF= &
(2 &) QLA S &3,
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Please introduce a representative method to | &

control the Potential Biases and Confounding of | Confoundings =Z&oi0f &. M &"Hoil=s
PMCF Studies. ARMAS MAESH ME Ttg =81 242 otles
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How is the Software Bill of Materials (SBOM) | 24, J|I4 AZE S REZEHEY. SBOM2
different from the Software of Unknown | 2&& 08, HHA, HE E=2 &0lst C|AEE
Provenance (SOUP) of ANSI AAMI IEC | Sl AZEYNH =222 SHHS UHSOUHA
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Some countries adopted UDI system, which )
, o . WHO Executive Board(EB) 148/13 2AM=Z
includes nomenclature. If it is aligned with WHO | )
, . 219 18 L2150 WHO =HIOIXINE HMHS.
nomenclature, what do you think of its ~
0] =AMUAM BEYE 22|, 25, & ZZ20 et
impact on those countries? ) ~
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Many training programs are being conducted | CoE 23 S= XN & JIsotESE ol= UHeE u=
online due to COVID-19, and this is a challenge | 22182 ACZIEIQt £240] S =K5IC.
to monitor and control training program quality. | COVID-192 Qlof &E1 2o ns2 2%
What does APEC do to ensure quality and | 22t &= 2/2Z2iel SAlg NS JACH




consistent training program?
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According to Working Group plans for 2018-2021,
WG2 develops a guidance on EUA (of SARS- | (&H)

CoV-2 Nucleic Acid Tests). Is this AHWP/GHWP's
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SIRALCH 2E 20| 2USAMESSUNEE TGS
ot= AHWP/GHWP HIES AI&EH 2eID1?

PAHO

(22) (&8)
Many training programs are being conducted | PAHO =2&=2&¢°l working plan0l A capacity
online due to COVID-19, and this is a challenge | buildingE S&UM=Z = 210l S, HH
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=> COVID-192=z ¢Qloll =2 ns0| =22ielez | s ZZ2 )82 HO0| HEHD, 90 T2
HEIEID Y=, Ol B Ws28 2LIHE otHU | Y S22 & HMB&. Health Canadalt 24
w=o ACIE ¥ L2ALS 2elot) EX LS H | &2 working plang ?4EGHIE HS.
ZCt. PAHOOIM = Ol 22 oty U=I? | 2200 et €2 oY, s T2 3| =Nt
working groupOl & Sl HollXl= 210l SR0otH,
Olgill= COVID-19 Mds ZEgg HEY.
Cet, Ws ZZ28 OHX20 822 & Aot
ge s T2 g0 €22 SEu ods
BIEGI0l T2 0SS LEMAIZ 4249,
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(& 2) UDI dataE CIF= O AWM 2 20l A=dl,
- . , 1 0IR= UDI data base = 2+l UDI 2210
In the UDI White Paper, you mentioned the need ~ )
AotE X U =Y. 0l £ O HEA
for harmonization and for providing solutions, _
) ) fYs 0Ig. HMIAMEE 2 M8E=2 NgE
and what do you think the current issues are on - ~
, 4 N=E MEoloF ot 11 A= WE0| HEEH
it
MZ& device idetifier& 4&oH0F &. UDI data

=> DITTASl UDI HME =
oHZ MZ0l 28 WE0l U= 0ol 2&HE
2

ZHE2 220Ictd d2otL?

MZ2

;

base =Jt 2t UDI H2I2 JHE0 £2+50] SHeH
UDIE 2=0AN SEE 22)
DITTA UDI &R182 0ldst o TE =It=2
UDI RAS HESILD 2A406HH HWHE LS.
MMM IMDRFIE D2 Oleiol UDI?t 2t gt
SHM2H XMcloioF & QEAME SOl CHol €FE.

GMTA
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) (&8)

HO

What kind of struggles did GMTA and its member | 2122101 AMHH 2SI COVID-19 TS =Z
VS

associations go through during the COVID-19 | a2
pandemic? What did GMTA do to assist the | 2UtXl=

struggling members? =4
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KMDIA

and this also implies that the number of medical
increasing. What does KMDIA provide to assist

Korea's medical device industry is rapidly growing,
device manufacturing companies in Korea is

those newcomers?

o|27|7|

ot QULCH

MNX
(=X

= 2A2J1J1 AIZOl =

b

fueid

S

=>

0IA= O XSO

, &3

oLt A=

HE XIS ot=ot?

Ju

i
<+

ol

_‘|2_




(&

[JE=

M O .

£9| 8= 2 2 2dF =20 2 'UXNE
dAHNH'E SEZ ot US. 0|0 E3= 0=
S0kl &= HHe &3l SRAF I & OALS
Y 252 S50, Ses=sJA30NAM Y
AHII XS 2= JATE HMHOIL, E23
AMSA S22 =g HEY

KMDICA
(2he)

How has the Korean medical device industry ch
anged since the COVID-19? What is its respon

se to this change?

=> COVID-19&2
© S50t
SI1I1 & A2

= 22J1J] &S
MA=I? 0l

]

COVID-19 Z& VD MES2t ICU J1J] =Jt &
NAECZ S35, 2AZJ1J1 eIt 0=
SoiZ 0l WTet, ofel AIZFUAS 8= 2A=I10]
oIt ®OotE.
SIZJ1J101 et Ct=2AXIeH COVID-19 Ol& 0=
gt= IVD MZ % ICU JIJIS0] 0= SEuA
NEIE S, Wetd = HxgHd=2 0l
AAALHM, =M A

UohAE 20l 22X =2g. ofXg #ue &d

HO

| Of | S8otR 2l @2 o= BM=2 2t QA=

= 2 | e HEH0IL a6t olstH &. =, =X
M 22400 &= MEIEH R&D % RAN OH
SRet 2Hot 2
COVID-192 ¢Qlol &t= 2=J1J| MIgHMSE
ZcolEl Zate Ss FE2= XXotH 3. &=
gH=2 COVID-198 Sol =X ANEEB=S=C
Ottt =M A& 712 +=8otd =M A
S Zatol Mgs 2 A,

ASTM
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As a standard development body, what do you

think of its role in this pandemic?
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PPE &2 2=J[2|J] &EHI & = &.
ASTMS| O HHHIZ! AEHOI CHSE CHE2= COVID-19
Reading Room= 2t=0UA 200 Ol&tel COVID-19

28 JlEsS Us0l fFEz2 08 JtsotkE=s
=

St A0, OHE LHY(3/26)01 22 018 B
AMAISHA 1E0] Ee= 2. PPE HE MatL

Additive Manufacturing and Product Designers
& ManufacturersOll CH&t JHOIE AL JHEE.
ASTMS| o & =8 J|J| |32l FO4= PPE
FAAQ F231) &E AIASS MFGHH ERE
JIEd M2 A0S 740 g = =}
F232 Barrier Face Coverings0Ol CHst M
HEQ! F35022 HEE. Jls dE01 &2 J|&
HMZAE SOHA 150201 O E&E HZ0 =0 E.
st, 0l HE0 A= PPE Scldt THAIES SE&t
g, HAE 280 e WE2 US. ASTM2
ME2 222 &9 MAHE 4ot PPE et& -1t
ZZ0 et silg FSTSIA2H 2L 0 8=
A 0 Jtsg. WHO, EctE ABNT, JHLICH
National Research Council, European Safety
Federation S0l &0 2AAME EJAS. ASTM2
22Xl HI2H2=Z 0l COVID-19 AMEHO
SHBALH H2It2 OIHEALAIE OB ALEHE

i

Specification, Terminologies, Test Methods&!.
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