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A7

ofx]ot EjE9F ol g8 7|< ¥ 3] (APACMed), OFA]
of E|B Y 9 & 714 ALY 2% F3l(APAC):
202049 Digital Healthcare| 93] & 341 S¥H3H
Ut

=3] COVID-19 tf-389] 22 A] % of| A
Digital Healthcare £5492] Al 80] Z7}3to]| o
2} 919959 2H S 3 284, Abo]y] Bt
Al Z2 Aol dis o

(harmonization)& A= Z1A Y]

2 58

£

2021 14 o]=0o], APACmed+ APAC A% A
urol AA WEY A 7N 2ZEY o] A L
A 20 A L 4L A 529 ofxlo}
Y A BAA ] 7 48 L 2 Al
X 1 A (https://apacmed.org/digital-health-
regulation-in-asia-pacific-overview-and-
best-practices/) & &2 RIPSUTH o] H A=

oj2ieh | U 39 3do] AmELo] HAlo
gist o W2 WNAE 7Hs5HA shaL, At ++
Al 2aarg o F AR 2 Q7 stH, 3382
2 APAC A|9 =7t50] o W2 g Ho Y4ztsh
OJAt AR 2t A E Aak-E S5l AMAIT 7l IS} 9
g AMEAEAlSE 2 AeE & o2t YA
Yot o]2ist b= oAl 718, 2 EQo] Y
Ab, L)l 7 B astle Rt =&o] €
Ayt

Digital Health Regulation in Asia-Pacific: China and Korea

oJAl HiAME 52 AE Alyjnaot 7+e
APACO] = Q A|AtoA] DH A &=< 7 & 510
w Ateet AAbE Aldstn 02} 2
ol x|aFA 9l DH A2} ¥] Lot &Y
APACmed+ o|A B 10f st 54 _%EK]E DH
Al 2 Al 2 AAt] et AES SR L @
= Age AEE 2oty 2 AFdsUH. &=
et 2% 7led 7la2 A=t o 2l
AFEFALZ AAR] = 58 AR GAIA =57HdY
C}. £33 MedTech A @=21 NMPA(National
Medical Products Administration)2}
MFDS(Ministry of Food and Drug Safety)=
217} DH 2240 ofat 4] B2 WAle 834
o2 RSty syt

o] ¥ 1A Ujo|A] APACmedt: ZA] @8 Ao}
37 5= L $t= DH 4] A B4]S HEsH
DH £240] 2A 0] b= 1A 2 st =g
35 vhEsto] AAgUS. Had A4, #4748 %
7]} 8318 HAESH= 7 Qo XA} HL sy
2710l A 718 2@ A Z E gjo] Jfutxtet AA o
gtete == &= EdsHH
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sd 871 39

71%& APACMed B 149} 7Zro] =1} 3t
=-9] DH +A]| (Digital Healthcare 4)
| AHIE B7st= ol o2 6714 S
d @0l AHgEU

Software Qualification
(AZEQON A A2 4):

A =L XAo|u FAS E5] 9= 7]
712 QIPEA] e 2R EY0] 755 B
alst7) WAlshoF gyt AmEgo) KA
g B7toll tigh AT YA = A =E AL
#|(Best Practice) oF ¥ X|s[jof 51 o] 5
Ao g} X9, Qe A7 24, A A
420l A, AAr 3= gl oA oA A
SIS /\}%H— non-device®} Z+& A&
D EQo} 7152 o277 2 7 A] o

ofof e},
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Software Classification
(AZEQ0| £8)
Al 71338 SaMD-specificstil AT EQ|
o] A& J-Tr~l FHZ 125t=
SaMD(Software as a Medical Device) &
7ol that A2 Wale Talsol Zyct. of
23t A2 YAl N12 A&, "ol & 7]7] 24
of AmEY o] 1 HE U T na Ay
N T POER TR
IMDRF(International Medical Device
Regulators Forum) SaMD ng|d 3=
719t 2 sjof guict. SaMD £EE thg
< 7bx] @42 7l¥ro @ sof k.

1. oid SaMD7} AR & = ol & A& &
+ el

2. olid SaMD7} o] & ZA7Aof] A5t A
Hol Q7. o] 71X Q4§ 1
St & 19t 2ol Y 7P<1 Hro] 9
d(Risk) ez FJeld 4 sy

Significance Of The Information Provided By SaMD To The Healthcare Decision

State Of Healthcare

Situation Or Condition
Treat

Or Diagnose

Critical v

Serious [

Non-Serious I

Table 1. IMDRF SaMD Risk Categorization Matrix?

Drive Clinical Inform Clinical
Management Management
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of2] 7152 714l 2LEY ol AEL 9 27]7] A ¥ E7] 7S X
02 U 4 YaUth o]2i3t 1B} B9 78] 71Te] 7t 7] 50
sPe YRR A2 WAL 2 Zo] ZRTUch Tt 7150l 5
2 EL8]927]7] 7152 7 4 9] GEQUC 74 71

o 242 71 7150l chshAt Alshor gyt

04

SaMDEPJr 7]25— 94E7]7l(iﬂﬂ AT E= VD 23 7H0] st xpo] & 7t off 1A 7132 115
Hof 3 27 SaMD AJof gt oA F WAl d2fsfiof Yyt o]2{gt
=t £~ 9] 0 recognition and reliance models, A& A& 742,
gt

2 723 predetermined change control & WS AFES 4 QGU T

A7 #2517 =4 AE A, AlF =5 AT EY O] JHERHH
AR A EAQA)7EPSC AR 4 2 83 op=shor Py

06

S 249 7T | &8st AI/MLE AR&ste Zlo] 4 Bol A-85 1 sy A 7182
Q‘

AI/ML 7|9} SaMD A|Zo] o] 28l 85 o] ufa} A1 U] Al/MLS 8517 g2 7]
Q7 Aol 2 @ st Bot AIA] F=E sfof FUTk. E5t 74| 71T 58] W7 Tajet st
of Al/ML 7]%} SaMD A Z Aol et 28 2 WAl Tastel 8lAle £715taL oAl
a9l A/ML 247} 57 AR3to] 1451 #xtet o] 2 A BTtol] =2 4 L= sof
gyt
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China and Korea - Digital Health Regulation
Status, Best Practices, and Gaps (==} ot=t -
Digital Healthcare }4|¢1&, Best Practice, X[0|#)

DH o} DH A& 438 APACQ] Tre A|A o A olel £+= DH &2 M(Digital Healthcare

DH & 240] 543 83 22U 32 AAst  Solution) 1A 2 Allet Heisto] 527}
v w2 Algteta Qguct. et ofeis o] @Al A AS aokst AU 24
AL T = 28 AL YA 2= ofof 6} LA (Best Practice)= £ 2] APACMED
o Aol etAlsta s ubAQl DH &243-2 AlA] BuAo] AZj=glon, otz mo] HYH 6
ol A& 4 A= ARl pathway & 2 glsfiof 7R Frtgdg CIvte R Yo &
gyt A F3atghe] B2 7A) A 2gAle] e Al

ARt A4S Als-stil Gap2 B U

Software with Alternative

Qualification R.ISK . Multiple Pathways G Subm|§S|on FCIUEIOILS
Classification . Consultation for Al/ML
Fuctions for DH
Software must IMDRF’s N12 For software Approaches to Opportunity to Risk-based
have an guidance products with regulatory en-gage with guidance
intended describes that multiple review that are regulato-ry and/or
purpose that the two key functions, tailored to the authorities prior  framework
fulfils the factors that regulatory unique needs of to premarket suited to the
definition of a should be taken authorities DH solutions. sub-mission unique
medical device into account exercise review. regulatory
in order to when assessing oversight only challenges
qualify as a the risk over those posed by Al/ML
medical device. categorization functions with technologies.
of a SaMD an intended
product are: purpose that
Best fulfils the
e 1. State of the medical device
rEfa s healthcare definition.
situation or
condition that
the SaMD is
intended for.
2. The
significance of
the information
that is provided
by the SaMD to
the healthcare
decision.
China
(NMPA) = ] (I = ] =] L = ]
Korea
Lorea, rm ) ) ] Cm C ]

Table 2 - Comparing the APACMed DH regulation best practices with the current state in China and Korea'

D The best practices are not currently adopted
[:] Some guideline is currently available, however, further improvements are recommended

[: Current regulatory framework encompasses the recommended best practices

Digital Health Regulation in Asia-Pacific: China and Korea >>>> 007

Best Practice Theme Qualification

AmEGo] A Prhe FA| 7| To] AmEY o] HEo| "o 27]7]" oS FEsHEA olus
ARstel w2 Q3o ols) FAElE ALY 24X Eof7} o2 7]7] 2 58] Y5
At 0|7 7]7]0] olg FEste =8l & &(intended use)7} 9lofoF EUct.

NMPAO] = A E Qo] Al&0o] "&7]|7]|" Ao & F&5t=A] Oﬂﬂ—é A7dsh= ol 55| A"
RAoIY 780l glayh. mhatA 7]Eo)] EXfsts B &1 A S S58loF &Y. ATE
Aol A7 B7HZZQ])ol thgt NMPAS] F WAl S ARshe A E = Tt XA =410 24t
o] Ut o|& 50, 9 77]|7] AxEY 09 7|& HAE XA (“Guidelines for Technical
Review of Medical Device Software (Exposure Draft, Edition II)”, NMPA) o] 5] NMPA= 9]
g 7|71t |9 &8 7]7] AZEQ0] 7]5& FEotl We] A0 2 AMRE| = AT EQojel 22
H]o]2717] £AZLEQo] 7]'59] o & A5, Al 718t SaMD9] +7 ¥ 7 ojof tfj gt A| 7
(“Guidelines for Classification and Definition of Al-Based SaMD, NMPA ") ol 5] NMPA+=
AT EO7E o7 77| & P3| =A] of = A 2f(processing) 4}, Y 7|5 X 7|EF @45
1 25to] Q] =¥ 8 & (intended used)E 7§02 oty AGSYO. XL o & 77| = +
A=A = AT EY o] AlFe] Al 7HR] AR QI o & Als-gdy Tt

. W]9]27]7] flo]E] EX)3tAt But GlojE], | AE B Ao A2 uu
. 927]7] datag A2], 54, wal, AL B4 skA] b= 4 mEY o]

= O
- 98 22X 07 AR EA| = AT EQo

Fst NMPAE= ©utd o] g7]7] 52 7| AE XA “Guidelines for Technical Review of
Mobile Medical Device Registration”, NMPA) oA &%= ] EUA A& 24 & A7FsH A
SU U= g Betd AnEQof AlF2 9|8 7]|7]7F ofd WY SR AjE, o8, AW ¥,
78} fARSE A2 o5 717144 o] A2 AnEgo]o] oL & ZAo] BHIYU AT E Qo]
7} o] & 717191%] o B2 AN 7 2R YL Bs] s,

o235t g Yuta o 4 mEgo] Folo] thst 2A] ¥ Ab](Best practice)ot x|,
olg 7]7]9] o] £ ¥l 2xlo] gl AmEY o] 7]5(o]: o8 AR E WA BASHE 7]5)L
2 71712 PRElR ey 2eiut sl FAI2) ofs] BARHE F=o] AmEg o] Aojrt mE

M9l A0 R 7L S5 s (benefit)S W 2 A&UCE o2 Sof, TRt A1A 240
AyE 2mELo] AP F2 WPALL olsfet FA0] Gol e sl BY MM B3Y & U
Yct,
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ES B[O R7]|7] A AAER Al 2ZEH o] B 9 &7]7] glolEf A|A”(MDDS) 22 ¢
WPA 9l 2ZEY o] S8 L2 I3 E o]2]3t NMPAY] H2 WAl0® B7h 4 &Uch Tfey
NMPAL 4 ZEQJo] M4 H7loll chet B2 WAl Patshl Aysta 2A] 2 Aleiet U]
SIES shs KA AN 2e BYTU. of7]dH 2L E ol o 27]7] RIS 227
sk o) & 71719 oS FEstE AHRBA S s oF gyt

M

NMPASC} U7 FA] &2 gh=0] AlZ- O] oFZ QA A (MFDS)o| A= AZ EQo] AAM] of 2ok o}
St Aoy 82 glay.

T, "9 ) 7]9F FREE FAIG GAE O dig o £7]7] sjj G o] 2 HE g A" o M= LRt
Shxt #el glo]8 ek F st AFAQl AT H X 50| AFEER] o= AL EQo]= 2877
ool obd-& BAlsta QU A|Alo] AP E t& o]2{gt Ax EQo]] o2& AT A Al
AHL AR o' 7] E(EMR) Y AR 117} 71 S(EHR)0] QU T, E5t Aok = "g/rojE] & 9]
FAE Z]eo] HEE o] g7]7] &7} XA} Z7Fo] E2FQI'(ZA] ¥ls 2019-0612-03) | A AL EY]
o7} 87|72 P = Gt THA] 2 FE A5k PAS U AMAIS] APy
.9 57]7] A9 7192 AlEe] AME-FA(Q = 7]7|Y A2x oA el = 7]7]"e] Fo])ut A &0l
et = $ & (hazard)d Y. sl 7to] =2kl o33k Zo] MFDS7} ] & 7]7]| & IF35HA]
U= ALEI0] 7|59 E IHA] o & Alady

do
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ok
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e
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AR}
i
_o'h
rlr
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. AR BALA] 32 AY R AU RS2 Y] U
. 987 AR EAS AR /R B 1 9
27t ole AuE AA e >

AoFx] o] 4 A st H]o]87]7] AmEY0] 7152 4 mEo] Fo] ool BAsto] ZA] By
AH|(Best Practce) & R|gYTh. 22ju} AL EQoj7} ol g AutE A stAY £A517] 9t
70l obd ot 4 AP A HIAE AE AS, A R BAISH:= Ol AR EHE AZEJO(5F
Medical Device Data Systems = MDDS2t1 = 3He} H|Q] 5 7]|7] YA OJAFAA XY AT
E o] Zo] ol& 7719 oo siF5HA] ote thE AnEH 0] 7|55 ZHSIE S oA E &

sfloF gy

nol‘

Tr2tA MFDS7} 4 2 E Qo] A A/ (Qualification) 7ol tjst H WAl S ¢ 28R o= A
Esto] fAle] AuEd3 BAsty A 2 A e} RSt S Al T Wie A 234

U},
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Best Practice Theme Risk Classification

He F7c d&717] R IVDol tish of& St 7ig Ut 71719 fd S5°] Al A 3 Al
WS A 2 A2 275 eyt SaMD A& 4% A 7182 2R/ 282 U2

f IMDRFO] N12 XAl S 28517 & 7}x] 29 @ 42 Talsof shc}.

1. SaMD7} 9] & = o] g Arsl = AME}
2. SaMD7t o] & 9JAF Ao Algste F RO 52/

*,
s

=04 SaMD Al &2 2 &7]7] &7/ A0l T2t 7|E 5 77|t sht YAl e R FREY
C}. o] HAlL Q3 L~Z 0] ZUtStHA] 9] & 7|7] = class I, class II == class III(of2f 3 30
o)z BRohe 9@ ZIN A2 WAS ATy 40 GEW R/ BEE AL
=4, AR B, AFE ", ARS AR 2 AA FE of Fofl e} A gyt 8

Classification Description

Low-risk devices; safety and effectiveness ensured through fulfillment of

Class | : . .
routine quality system requirements.

Class Il Medium-risk devices; require controls to ensure safety and effectiveness.

High-risk devices; must be strictly controlled to ensure safety and effectiveness,
Class Il such as those devices implanted into the human body and those used
to support or sustain life.

Table 3 - NMPA Approach to Medical Device Classification &

FAL £5t 0 2r]Y] B8 AYE Y5 £V 23Y B2 ATHYCE o] E(ol) & 4) B
AROIA ols) BARIE AYsE] I3t Zolo] S APP 2TEolof hat Aol AEY]

o},
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Non-
Active
Device

Active
Device

<<
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Non-Body-Contacting Device

Status Of Use / Patterns Of Use Little Impact Minor Impact Significant Impact

1 Nursing device I

Device for medical
device sterilization and cleaning

3 Other non-active devices |

Status Of Use / Patterns Of Use Little Impact Minor Impact Significant Impact

1 Clinical laboratory instruments I

2 Stand alone software -

Instruments for medical devices
disinfection and sterilization

4 QOther active devices |

Table 4 - NMPA Table for the Determination of Medical Device Classification from the Annex of Rules for Classification of Medical

Devices®

NMPAOl= &= A &7]7] &7 712 220 55| 53 Adodd AnEQo] A& 59 71221
JF glich ol a1 g2 oy SJ SaMD A% B % sl Eol et 4 A BT
of. E3F ohst SaMD Al &of] tigt &7 A7 et 2 71X 2AE AlsdUT. ol S0 st

"Rk 43 EgJojo] 93 E = A18E 9T

o, oHg & 59 G &)S 7]FE 0= 5FA]
o gk Aok AjFeli Kok 222 X t2jx] g Bx Fg 750k glos o 5}¢) 71ek2

29 B AEL

2)50] 9EE, Hak, Ny §Eo) wep Ho, A2

%ALJE} ;<]1:f A I 57__//0777} oF 37 EJ;QE

s o2 ]2 Bl T £ZEY o} Y2 5L £ WYL A}

502 4Hshe (o CAD, Y% A2)) ¥ Feet I FEE AF5 2 97 250 Y

oz

SaMD &=

o O
i:L. 70:]_!—’

Fofl gt =AY 2 Ate|e} TAstol NMPAQ] L WAl &

o] 58] 7FEH2 70] HE A 3EF | & 7|72 B}

IMDRF2] N12 SaMD &

w5 Zololel 2] H9E 93 $5 92 YA UAGIK S o2 B SUY Ax
E9o] sh¢] 7tz 0] 4 HAEL "o 2 Aol ofsh SaMD7} A1 e HRo] Faol 2
7 27004 125 9e2 UEi: 2113 ol AT IMDRFAIA #E) slgAlegS o271
250 U 1A B2 A3 Lo Y] YASL UA] dEUch £ BE AL AR/

At A

T .

AT EQ 0], driving AT Eo], Y A&

AmEgols et LRatx] et

o & 5o &2 YW RE Guidelines on Classification and Definition of Aided Medical

Decision-Making Software (Exposure Draft) <
o5 77|12 fAlE = ZE BX o5 A 24 AT EQO]E ZA Il 02 F{AYTHO

Aol Aigsts dHo Sado #AC]
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E5 I dof] Lo} 9l A A2 YA AN SaMD S8 L2 I=80] ¢l Bhe WS 2 UL
olE 275t S AWFP ALEY0]7} NMPAY] 25 JAl0] a2} class 12 7189 4 482
sRAIE Y. ol21gh A2 WAL NMPA 9| 27]7] 25 A S Achst 285 o] SaMD A
Z9 BUE BES 93 AN 9 /1Y 2Be WK gaUch

otahqd NMPAE SaMD ¥5o] tfsh 2 WAl A wafiof &tk 7% o]z 7]7] g0 2 A
22 Ao 2 E517] Brhs "SaMD7} o w5l o] & A8} ® = AEf'e} "SaMD7} o) & 2]} AR
of Al2st= AHO £ QA"S HA|A O 2 7185t= IMDRF9] SaMD {3 B = g Fof 7]
ulst B2 A4S s Zo] 25U}

olfer i F WAlS &3l NMPAS] AA| 27 A|ARIS &|dieh &8 4 qlojof st
(SaMDE =& I, =& I —Q“E'H’\ Iz 272+ A5) sAdoz AFd B A &
Jo g

‘S,
N

MFDS= 9l 2 7]7] &5 tist A2 ¥hAlof] GHTF(Global Harmonization Task Force) A|A
B2 A}R3H]CHD | "L upal e ol®] A7to] tist A& ©]3S 7|uto 2 st 453 A AE
(@]

ojof W& otafl &l Lot sy

Class Risk Level Examples

Ophthalmic microscope, radiation shielding glove,

Very Low operation table, stethoscope

[l Low MRI, pulse oximeter, sterilizer, electroencephalograph

Cryosurgical (mechanical) system, anesthesia (gas) system,

11 Moderate silk suture, condom

Implantable defibrillator, coronary stent, biodegradable spine disc,

v High intraocular lens

Table 5 - MFDS Approach to Medical Device Classification
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202018 104, A& &A= SaMD Al &= A|45H7] Yt M2 27/ AAE =ds5H7] A
ofl "o/ 27)7] 5 H FE5YE S5 Fel g (A FA ZA] A2020-1032)" W= AlP8isY
o 7N 2 A oAl Al FAIANAN A EQol’ §ES Fof Tt ddFE 2 11709
2 2RASYH. o] 519 5= 90719 AnEQ o] AlF 1522 A UHH 2 A&
9 5o QA A%l migk AAA AFE 71wt g AR JASUTHY. AleFA = 2020 5
"TA] Al 2020-343 "o = AL VD A E Qo] predisposition IVD AZ E Qo] o5&
D AxEQo] 5 IVD SaMDoj| thigt 5719] 519 ¥ &5 EASU. LA A|2020-1032F of
AHRI 2, 7} 5] Wz QA 7ol thE AR %o et BREE AnEge] 180w
ChAl Lpg U oh),

I Az

=2
=
94

= e 4 p

AlOFX] 7} SaMD A= B2of w238 A x5 712 7 2R o]X|uk AFRE A2 ¥rAle [MDRFO

SaMD 913 28 n#9]9 32 7|vro 2 o8] 9hs A0 2 WLIT} Ea], tjEe] SaMD A&

g0l that £5 27 "SaMD} Qe 3t o) & 4 w5710 HE'E 7|02 32 "SaMD

7t oz Aol AEst Huel £R4"S JHto 2 5hx] ¢ Ao 2 welrt o2 Sof Ame

Aoj7t ol g Ar=rolur AHEfE "informing”, "driving" = " treating or diagnosing "st+=%] o

Fof AA GOl dut PHH &=t e B SaMD AlE2 35w dYH. Tt SaMD 270
1 "lA

ci$t MFDS % ¥4 IMDRF SaMD 918 25 m2| Q9 2("0] = 270l tfs) SaMD7} A 55}
L Rol FQA"0] st 503 @42 $A D &Uch o 2xto] Ofst Al 2R S U2
7] 95l o) & A EAL)A A8 2 Aot SaMD AIEL g 9hg AFEOo 7 Alkst o AL]
5l SaMD A|Zi} 9} #o] " rh2s] feo] o] @ 4k B AAo] mEshs Zlo] Faguct

1
r
O

MFDSE #x] SaMD 25 &2 912 IMDRF SaMD 9% 25 mejg9l 3o} of walsi 2
7] )8l w25t m Ik whE &UIc APACMed MFDS7} o]2]t A2 WAl & sta
"SaMD7t 9] &3t o] 2 AFS} w = m7A0] AEf"el "] & AR ol ths] SaMD7} Al st Juel FQ

4" SaMD 2R A0 L5 nejste s WYL,
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Best Practice Theme Software with Multiple Functions

12 7152 711 SZEA *

Aol io 2 $58 4 AT olei 72, Cie 25| SUa EE
E& 819 27]7] 715-¢ 7P 5
Ho2 RS 251D 3

TARCR, o2 7158 7H AnEH 0 AlF F¢ #Al =2 A= 71719 &=7F e 7]
5ol s A RF ZEsliof ehtt= 2oz QIFsty gyt ol & 591, w18 MDCG 2019-11
guidance (Guidance on the Qualification and Classification of Software in Regulation
(EU) 2017/745 — MDR and Regulation (EU) 2017/746 — IVDR" X|RA1 o] T} 2H A X E 9o |
oM o2 7]50] A= Ar77] LE2 Jw7]7] #Al &+ AFFS A8 e v v 9 77|
7] RE2 IEA] FFUHD). 05 oM = RALSE 7g o] 21A417] Al & ¥ 21st Century Cures
Act”" HE0| 2FE 0] Jlon, 2mEofof of2] 7|50] = 4% U= FDAE 9 57]7]19] A9
5 FEHA %= 71500 tisiA = AIsHA] &2 Aol2kal BAIsL A5U TS, FDAE Tadt

AmEgolurct o BYA ALY 4 Qi "thr)5 AR AE"] that AR A o B AL A
ZYUCH, o]2{3t 24| Afello] what 4 m E 9o} AAAHS 0|7 7]7]e} u]ol87]7] 7] 7he] 7
Al WeshA gojsta ulol27]7] 7150] 0l 8717] 750 jAl = Aake Wrtsts 2ol £a
gt

*,
"

o5 7|7l AZ EYo]9] 7|& A E X|Fl(Exposure Draft, Edition II)” Guidelines for

Technical Review of Medical Device Software (Exposure Draft, Edition II)” o|A] NMPAX
H]o] g 7|7|et o8 7]7] 7] s o2 F/dH AT EQ o] A& tist A A WAS S A
Syt

=]

Hjo|g2]7] 7|50 o 27]7] 2 L ERJo]of e o2 FalE £ Q= FR, &5 U927 7]F
of tiell 2&4 AV A== 57 7[5 B&= v/ 277 /& E&0] ZgHEA] glon,
AFE-E A9 B]o| g27]7] 7] & B&0f giet F = AR &= O 2 m2]eH)

ol2i3t H2 WAL oA My TR 2 Aot Ax|SHe 2 0.2 Bol ATt ofs] WA F
2 714 2 EQ 0] A|Fu FAsto] NMPAS] ML} LA A4S HEF 4

& ol2igt B2 WAL of 9=7)7] 1502 14
Yk, %s] 5 1% £LEgol AR NMPAL ol £
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steglof o= 7]7]] v SaMDo| = {AFSH A WAlo] A& &]ojof Ut ojg7]7] ARE

AojQ] 714 A E X|Al(Exposure Draft, Edition II)” Guidelines for Technical Review of
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Best Practices Framework
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The voice of MedTech

About APACMed

The Asia Pacific Medical Technology Association (APACMed) represents manufacturers and suppliers
of medical equipment, devices and in vitro diagnostics, industry associations, and other key
stakeholders associated with the medical technology industry in the Asia Pacific region. APACMed’s
mission is to improve the standards of care for patients through innovative collaborations among
stakeholders to jointly shape the future of healthcare in Asia-Pacific. In 2020, APACMed established
a Digital Health Committee to support its members in addressing regional challenges in digital health.

For more information, visit www.apacmed.org.
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