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H 4, Breakthrough Device Designation Criteria

7] (Criteria) -8 (Description)
AMA 7l=H (First  AWS AFstAY n7tgdd ez HokstA &b+
Criterion) o] X5 Hi= o] &34 9577

Y,
ok

t o1& FHeloF &

o

AN e A F

L 27142 <& Ux

FHA 7] (Second

ofy
ro,
32
rir

7k diste] EAEA %S

i)

Criterion)

(]

1% $Q/37k8 vigtel M@ AAT o)A

o

&~ W

77 FhgAel #Are] AAel olold] Ria

ol Y3, Breakthrough device Ao do3 FA=, 71719 5AY HHd o

AW, AEEE, A8 W 0 A dF 4w So FAMew Wesd 1

o 6 1,

A dxw BDDE AAE 7712 FAd 5 r}

=
250
206
200

166

151
150 145

110

100

50

2020 2021 2022 2023 2024

S

Z*]: FDA_Number of Granted Breakthrough Device Designations by Fiscal Year

9 7. BDDZ A AH =779 €%

_19_



3.2.1. Sprint discussions

FDAE A AZ=7 N33 s)ldsfof o Aoz N2 FA(d: vust 7}
T8 AR g g87)7e] 94AE A S)E Add] A 2ZHE =
(sprint discussion)& A& 8™, o= 54 FAol dis] Aafzxl 7]z Wl =5 el
AL BER A6 AZUE =9 ) FuFge] g5
Z2AE QP we gkl 4 glon JAet FDAZE Abdel ol& Hos)of
dA= F7F AR 27 Al A FAHS AT 5 9
EE1

AR
AE 2 Al FDASHe] §holo] mpel AxYE
2] %



do T
MO JINI
ol W Mo <
=0 X A Hroy S W
~ M F oo ° XA
Lo N o o o & | 5 B
" = o . w w ® = %
TE o = ol W al —
E$x%@%%g]A%m sy oy
= = " oy P mom T Tl W + o ML e
%J_wmmj;ftogm; nlaw S
o (= "= o i W E o T x ° & W% o Wo" Ho
o I T = x oD T R s o
N o= 5 s HH = o o W - iof- o 5 ) ofp
T o o AR ENRY %o o - __ko o o n =] = 10@ afo
+ © TECY B o NI ADn 4 io- e up o < 5=
B2 z® o R = £ wx el Mg Lk
= ¥ Z BT =214 N 2 rE d® D G+ F
o w0 o8 = S ) Ny X T oE W ~N = T o o W - of
o o W iy E s = o i qr 2w = T o GRS
= T T ? ol < ‘ do T
HO ‘EE o oﬁa ﬂ_ol — X J_.A!‘_ 0 J Oﬂ dﬂ _ZT.C EME —_
_ @m w o W B o nm_u b ojp 5 W Nlo lﬂr o= oy < T e
-~ — < iy w0 = o
m.o x 2 z TN = ~ = il Kl oo N o il w T M °
B = s = A a o o % 5 Tk T
T Tz 3 = T 3 R T oo » T . s 2
M W = & o W A o = = W ° o - W oo o
@.m%m«ﬂ% 1Hx%@w ﬂl]imﬁ %@W%ﬂ@
o A e < o M = T o % D o 7 ﬁe
o) = o = ~ ol = N re ol ) " N o = o iy ol o
X o N E ur = = 9 i w BT T
EE T L =0 K - ‘:L ™ H , g <R ‘.UI X ~ OF_ s
T I © FLTIGY RO IR O £ T
T v oW o L R GG 5 = Nrow o o w g
igc:A sﬁeﬁﬁﬂeg %Fa%u o W o5 A
SIS W of T X - ~ it m J poE R g
g =l - " % of X | B - Y E To
. w © o7 ol el ~ Mo - - o = w W o el A
W W e T o= el D o ol 00 = = ud < = —
ﬁ — TP — ;QL Z.E —~ 17_A| - = — ﬂE Al lo IS X0 ~N V
™ o} o :i —_ m _— o < X ﬂ.ﬂ o ~ M —_— ,mﬁ = Jl @) <
N = < . = 4 T T ow o N~ w X — m o
= T o 0y TN 4r o - = ~ X N o) Wy
] H oo Y o ! < ~O KH ]ﬂ, oo AT W =3 T it 1, W=
= o o = o 9 o N o =
o g oo o ® s o T Wom BN L o
z ° N M w 35 of 6o o N o <o T 9
o o = ® a M o T ° ) B B o B P & o wr
o ol _,oﬂﬂ_u@ o Euwﬁ].s LR <
si — ~ <. N ~ L oF N = © o _Z‘.ﬁ
) <0 e ) | ) i LA = i o
WoF T [y Y T oo ™ %0 )
o o ™ CIGY B I e
W = < oy o %o b " - m X
i g% 7 7 wq% = M
y T T Al o F 3
| 63 g © r
EE S HoE "
— ol %O No o
ox Onm Wl 4.”
1o
o A

ikﬂio]q

3L

-

o
pal

7] 9

- 21 -



5

H|
<]

)

=
=

dA el Al

Ay A" 2

€

F2] HA(IDE) Al

ok
0
|

o)
‘mO
el

N
A

BFA]

A 7]

A=

NZE &

z:;l,

= s

1A

B

]

Eds

e

-

Aok A 7

=

o] WAolA FDAS .o ¥=

BE

3} %

=A 20 FA

3L

Az, JAZE Aeshs WA F4 A 29E JARES A

Eo

OH

o]

N

N
2]

|

A

ﬁ_

e

749l @22, IS0 134859

)
=

el Al ==(QMS)el

X
Hin

=5 waeth

o
A

=
T

1

S

= AHEZ sAl

oW, Al #49} A

s
)

oA H

=
=

A

o
"

Alsstal, &8

=
=

BN AE Ars} 27

E":'l-
1]

157171 A

& A
b I 4

HA =

2}

3]
T

stth, FDAE o] g

3|

THI7E HE S

ki3

A

el

ko A Ao A

A | 6]

=
=
S

=
=

)

Ha == &

9]

]

S|

B
=

ey 4

Al

T

owH 259

B

O

X

of
]

—

A4 FDAS %

3|

?_

—_—

)

R

¢

~

o

B

el
70
o
el

o)
o)
3

N
i

s

il

a7 H

=0l b 7]

=
a2

el

A

b4

]

Hog AFe] A 5%

<

]

=

_22_



3

I

A

-

=

EI=

L

R

B
A

]
H

1 FDA<®}<]

Al F 6] Breakthrough DeviceZ A4 " 7]7] 9]

13

24
1l

-

E97 7]7](Breakthrough Devices)® A A ®E 7]7]¢]
1

3.2.2. Data Development Plan

(Data Development Plan, DDP)ell

ol =

T RN W OO T W AF T oF <~ B R ¥ oo
ﬂ.OI ®O® N mmn w —_ Ey.._ ﬂ_o% ~ A B 3 o —~
TS B LG — o 5 ol o/
i ° N e MoH R Hmo W o M oor = ,_.1@|
e S find = T T 0
M L ﬂo N -y o J) T 2 2N g "
S R T . 2R ETERN
m ™ um " o o G0 BM wﬂ B - WL
(CIN NI S A S~ - S M s oo = o
— Gt % — ' o ~o T o
ﬁnomﬂlwﬂﬂiﬂ.z s W2 oy TR
xBTS E W w gy 2T 0o ®
— ‘_f X o X ﬂmo ~o ﬂm ho A =y Y | XA =0 o~y =
N T I S B S TR T oL ow
o = ! ~ e . . KO T O = =
W ol I S Moy o= o
e SN R ST B H TP
o PR S G A S T T W
R N S R I I L z o E X = 3
o ! Nk ol K o - =
_MM_ G W Ao T <o L, H
N N o 50 ¥ ow M PRI
o ! woT o T KX X T m X T ozmooR o
Lowm W H T Mo B w F X owm o
N < _— ~ ~ Zrl ~ ﬂ \Aluﬂ o
S X mom N N K e 4
o )
CE ~ oL P A IR T o
Tt - B N R -
A G zfamszm@@z TR Moz L oo M
— <X = 0 ) =
MR - LAH oy G o < o %o G o owC = N _Mu
oA e oo 2o oo om P o R
sEirr.dere-¢ RS0
2R e i B Ow TSIy e T |
S 9w oG X OB oT g < T L
iy I £} o o) —~ R = "X
o WM TR e Yy g o 2 T T
TR o gpg® T P M Gl L
TN Bl N WETD ¥ g om
. i s Y _ )
e Il N = B N S« T 2 - W R o
LB Mgy fwT o oS N BOE W
Tos W og T o5 T T Jo m o R T o o ol
N g M o2 ® T o= = N & 8 < o oo A 70
a . A X ) o a T <
AT D WM E T ORom o e K

_23_



3 A

2]

A el A

o] DDP7F o

CEE

]

=i
Lo

= fAe 7

FDA

i

!

Jo
—_

Nr

=

ZZA

solaL, Al

)

7171wt gEd,

R
.

o 474 A7)
A B9 717 A4S e AF FDAS DDP =9

=
=

DDP A

o

T

A

g Ngste

Aol w2t

zaw 44 A

™
ol
—_

E)

0

wjr

171:= 2+ 7171 €]

= A

© Ao w ofAZIY. DDP4 A

Fa Z7] Al

A2

=
=

st 7171 RS v 25 FDAS DDP =9

Fol A, B

il
—_

@}

gl 7] o]

RS

3

z7]°l

T
|

R

¢+

—~

T
front
A
b
a
el
TH
i

X

B

3 &l

FDAY

A

23

Zol

ol A%k, FDAS] Addel v

hya
254

% FgHoz Bt W

3

A

|

X

o= M FpAClA e dA T

& 7] Sl

2

A7y StAl dAbE

= o]
R |

171 18 FDA

3|

ol
o
o

)

o

el

9l

b AR el

=

22)

Z2A

s

3

o

o

.

gl 7]

R
L

_24_



| el ol

S|

o Wg A B

A A=

5

Bl 47 Al

L
R

DDP

AE AA A

R
.

Bl

7
,_ummo

<
‘mmo

A= ols &

]
H

t}. FDA %}

1

9
yul

3}

B
=

7F

o

21 957171 €]

Q
t}. FDAS dA= &2 DDP

1
.

™, °

ol

g by

g <7

A Al

3

t71 %

°©

=

[e)

F g
]

%

AL

Ly

R

3

o

A%

[e)

=

]

71719 7]
Example: th7] 3, 729 w4, olF WA

= O [e)
S =9

JEEE!
4 AF AL AR TF

3
Q)
=

AT A

£ b.

Al

<0

I
—~
file)
N

O

icy
Njo
oo
"

oo
W

ﬂo

)
>75%

=
=

-
&

3

o B57

o

p==

Example: 184 o]/e] ARl A8 F, 3/¥ o
Example: QOL 2% o] 7I14d; &=}

Example: &3 X &/4% WdA}
Example: X|& & o]A} W& <30%

o
It
-
B

7b A
7} A

(]

]

[e]

pAl
oz|
hyz

,]

g

S
<l

T
AL 71E
FA
FaA

o
gl

O

—

O

0
o
®r

i

7H)]

O

]

I

Example: 45 [153 (5%), 254 (X %), 3-454F (
- 25 -




3.3. 510(k) (Pre-Market Notification)
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At o] @AM AxdA= 71719 He, kA, 28 s58s dTE dHolHE
[T7AES Aostth. Abd A& (Pre-Submission)S 3] FDAS x27] JE48S o
T oglon ol A A dHolE 1A, Bt HAE Z2EZ gid g=us A
gt BDP A4 71719 49, FDA®E o] @A Zstd 7] =S A3

4 71719 Al Aws AAsa).
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332 ARAM 74 £ F2 #e

AHA AL 510(k) Aakel A AR, AAA TS dSshe B A
A EAE EYEt A E 717 A
3 AH AT "H2E 29 93 E4(Risk Analysis), 281 510(k) 2 °F(510(k)
Summary) T+ 510(k) A4 (510(k) Statement)o] ¥X&Ht}. HolEE FDASY A
A4 H5(21 CFR Part 807 Subpart E)oll wet AA Aoz AHewojof g, &4

AL PR Jue g5 ALD olold & Uk AxGAE A AF A
ful

333. HelH % Aw A

510(k) 2179l 7& A2 FDAZE 424 eds 492 + =S ST Hel

HE ATl @ deleE F2 gy 4 HiES Bed 43 AvE 94
=
[¢)

Hom A, AE w7 dolgHlol A AdE Y7|¥ egAdE Wb
T, HelHe AWS AgeAY o1 = (e Aol uid A

A 295 Fx3H, FDAY 4 HE 7|6 H3et=E #vd

BDP #74 717]¢] 4

334. AE 4 HFTZEA

510k) 21¥ 2 FDAY A&Ed F o8 AE dAE AL WA 34 HEE T3
MAHAAZE Ae 87108 FHeheA FRlsta, oA Ve HEE Fd v g
7171949l AAAH F5AS Hridg 1998 77y B A4S, AEA9sr HE
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() A4 54 9% A SANZ 24 A1e), @ F7F AR A A 4 F
AHE, 3) 554 4% 49 A AR 59 A, FDAE AxdAd 34 $9 M@
g W], 59 AR FDA $IAbol=9] 5100k Hlole o] sd] FRT} Qurs

T 09 W gEs Hx2 sARh A SRy 7 HolE &

¥ 6. 510(k) ¢ A 29 Breakthrough 717] A A] &84 vx

g = 510(k) &% 510(k) + BDP
1€ " g 77

0\1

He 99

A FAL ZolZ 4
SR (Predicate Device)9t dd#o - Sl e 614 T
i J;_ 6]— 7]7] BA - pul — hl
IR Class I, I (&% Class III) Class I, II (¢ % Class III)
o x] A ok o) ¢}
29 A7F EF AE (909 o4 Tl A (5908 o=
A7)
15 A W oA T
FDA #8  EEAd dage n g oo R R AR
=
- 1
NE wE g 7179 A Class I, II =& Y% Class
A e ey gz m 7170« Ade ARsAY
Toeee e sol7 4 gle 48 An/An

S510(k)sdl A=E ARETH FAd HAYERVIVIZ A" Ao dAE,
EXALT Model D Single-Use Duodenoscope(Boston Scientific Corporation,
K192245)%F 20191 12€ 13¥ Breakthrough Device Program(BDP)ell #| 7= )0,
ol WA 934 HuxFEERCP)AA AAY #d #d AFS AT =EH
AGdAolt Hat #H A e Agsts dgol tal 71E AALE WA o]

e

S
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w2k 7FA] 2 Nucleic Acid Amplification Test for BK Virus DNA(Roche Molecular

Systems, Inc., K202215)+ 2020 7€ 30¥ BDPZ A AEHF oM, o= A BK

dpolel DNAS mgwE A% g&stel o4 @49 BK woldx 44e 27
)

SUBYGeRA A4 o4 dut BK vhelels #d AFw e 45 9@shs

TS dsts 9834 MAdS AEstel BDP 71E 7leS S5k, 71 AAH
PCRelv Az tin] A3ak o] & 7FAaL lvh o] 717] Ed 510(k) d22 o
om o= V& M ZE HrES ovH AME 2 7|%ex EA(PCR 7w A
ol AAH F54L 953, 21 CFR 86631850 wE A5 HAEMWALE &

olk, AMAG)et ey 25 AS E3e Special ControlsE =S A5

wolth Zzk 7171l wigh ke W8S 3 TolA Flrbs st

¥ 7.510(k) ¢ A=ZE FL3 BDP 59< 71719 oA

717] o2 Az 9 Intended Use Al AL R I

Visualization and
Boston

EXALT Single-use ] ~ access to the upp First single-use
Scientific 12/13/2019
Duodenoscope ] er GI tract for E duodenoscope
Corporation
RCP procedures
o High-sensitivity
) ) Roche Quantitative detec ) ] )
Nucleic Acid ) ] nucleic acid ampli
. . Molecular tion of BK Virus . ]
Amplification Test ] fication for virus 07/30/2020
Systems DNA in human pl . .
for BK Virus DNA detection in trans
Inc. asma

plant patients
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3.4. De novo

Aol He 71717 EAHA &S A F AHEE= WH I8 De novo R 918 7
Uk g oz AP A )k De Novo #5F 2% (De Novo request)S %3] Class 1

B w5 AR A LEIIGI0K)] A=
71w 71712 &84 o, od we Al EAI7F 7 Al A T8I

T Class IZ2 7% 717]<, 48 713

FDAT 2 EF2 & H(FD&C Act, Section 513(£)(2) (21 U.S.C. 360c(f)(2))el uwh
2} 9 57]7] De Novo & #4885 A&7 918 2L 1AS HAF A8
o] 7+4( Initial classification and reclassification of certain devices)< 57 213 7]
717} Class I %+= Class II 717124 vHA" 05 s F ds A2E ATsH,
De Novo & £78¢ &4 3 W& &4, 28 23 &, 52, 75, 23 o

@ 43 71Ee AAF 9

FDA¥E 71715 Class I & Class IZ 918 7|4t 712 Sa 2737 9él De
Novo 885 A& & e F 7HA F4S Ao AUA 542 510(k) A=
gk e s s FS(NSE) #H (=, 71+ 71717 AW, AHEE oxd &

(equivalence) ¥+ A7} vk ks 4 510(k) A& 2 NSE ¢ glo] #H

AZEsHs wgol Sith FDAEL old@d #§ A& agdow @587 918 De

Z M7} AFA A Z(Pre-Submission) S 28 d AL @A)

De Novo &7 9= "Acceptance Review for De Novo Classification Request” 7}o]
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oW AEFL eCopy BAORE FuE AzE HAd FA #g AH(DCOR w4
3t Wlolth, CDRH® CBER9 DCC F4+% "eCopy Program for Medical Device
Submissions” ¥ o] A A el 7hesttt. FDAw Wb g5 ®3d 571 ¢4

ol YA W AvaE A

OE,

% 79 W] "DEN” i "BR'® A 23}

If W7 Fodd gl MAs wEdit o AESES WEEX gorna AR

rie

WS} sobA e F Aol

A
olof @ty +& PEE Agelr] fd AHAE "8 A2 AE(Acceptance
Checklist)"® #HAgste] 2 AAiE 2o gat A9 gre 9A% GAF F

De Novo £33 &7 A=Est= Aol AFHT}

3.44. A2Y2E JE

FDA9l <& A= ~E(Acceptance Checklist)i= De Novo 249 & HEEZ 9
3 I3 242 Aoldta 7]E 34 A H (Preliminary Administrative Elements), 7]7]
#td R (Device Descriptive Elements), +&F % HX & X (Classification and
Predicate Information), RTA 3% (Mandatory Elements Subject to RTA), L8] A

g4 @ A (Optional Elements with Justification)< 238t thAl 742 WS A HT)

¥ WY Arels YA olF, Fa, AA, WA

=
==
2
B
o
B
m
rlo
23
ox!
R
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AR, eCopy = eSTAR 2 &5 oF, 18] ol Fowr2 De Novo W& 7}
Z3 T 717 #E ARE V)7 ol e Aud o %® AFRE A (Intended Us),

4, &% 99, 74 &

)
A

2 8% (Indications for Use), L& 1l 7]7] AW o=® 7%

2T 7 ARES 879

T3 2 2 v AEE 59 39 WA AR 7]7](Predicate Device)7} A

a4 EEs dsstAd =4 A v As A, 2l dwh #E](General

o
ofy
=)
i
1o,
-
oo
o
Hm
y
i)
il
!
R
X
o
fru
ol
>
ol
v
)
@)

Z,
o

<

o

fo
o
o,
>
Y,
ol
i

%1 AHAE RTA EAE A3 14 180¥ S 7FA 7Y T, De Novo &3]

T
A2 HE ol FDAZF 159 el 8 AES ¥48sA & 45S vtk

aYe® De Novo £73¢ A4 AEE 9= 7171 digh AT 5SS AAA
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ow Aelste] Rt HA FeF AASHA skl AlEete slo] BEA et HE
Al ~EoA gelo] o 55 £ 8olA &2l 7Hsdtr.
¥ 8 De Novo AZHYX2E AE A}
5 84 Al 5 ALY
A2 AR 27 o), T4y, A=tA, WA A A
eCopy B+ eSTAR 2] =4 o f

71 WY AR AF ¥4 =5
%

ol Fol] Fojure De Novo HE(a]F A])

717] o1 E HET

olxd
(Intended Use)

7171 #dE AR 2452 (Indications

for Use)

718 54, &5 d8, 74 24 T 7
7171 A+ ’ ’

Z1o ok 71 AR

B . 59 389 Predicate Device’} $l&%
% 7171 (Predicate )
. dSsAY, =41 Al vl A5 AF
5 % H3 Device)
AR A4k B¢ (General Controls) T Uk
218 ZA 2 E4 B8 (General and Special
Controls) 2 & 7FsAdol gk <A
OxH AHE B4 £ ogrd AE 54 e H45To] vEd
RTA 3% = 385 v 35
(Refuse to 7171 v H = 717] Aol EFwsAY HE gl FY
Accept T TAR 32 @ FA3S
pt) A% @A e eCopy eSTAR &4 2441&S uf
24 e AL
NMeFs] 218 s EX z8 o olAl glolE ey A
A o JeFE xgdd digk 54 AE(49 uo_ﬂ]i)ﬂ Y = 3
A F, Lol uigk A Ay AF

345 244 AE R F7F HE 8%
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A4 7 E(Substantive Review) I A FDAE HHo=Z AlFE £ 717 +3
of gt BF HEE Fdsta, Y FFo 7IE HAY AFA 7717 EAsEA 4

gtk o]i= 71717} De Novo 5ol A3hek=] gelste d A&d. A4 HE F
FDA+ W3ld # E(Interactive Review)E &3l w3 a4 7les 43S 2EE
T 9o, o] A ¥FAAHQ F7F X 2 A (Additional Information Letter)o] I &3}
A gk 29y gisty HER AT ¢ e BAY Aol ds Ay, FUF AR
2% AMalo] AMHA A BEHE De Novo 22 HF Aeo Aok A= >
7 AE 93 A SgAdRNE 180Y el 7 &&= oig ¢
b S F7F AR 2 A TydzRE 1809 Wl DCColl =3 ojof &4,
180¥ S =738k A2 &5 A =tk FDAZF 1809 Wol =& Aol digh ¢
Ag S-S WA Xad, 82 HAs|® o R FEHo FDA HE A|Z=wlo A A
AE, g3do] AAHAS 45 AFAE G 71714 FDA vHA" Qs 7] 9

l Mz 2de Aol doh F7F AR 24 td S5 A @4 (eCopy) >

o!
of

rN

o
olo
ot
o
2
it
ol

o
2

2, 4% AE e DCCol AFoloF svl, AHA o], De Novo WE, F71 4n
240 U $He WA A%, FDAS #7F An 84 94, adH JrE A
=

4% WEe BFHoR TFaok B
346. A% 24 2 AE

De Novo 239 FH%F WA= AAoltt. MDUFA IV(Medical Device User Fee
Amendments 2017)° WEZW, FDAE De Novo &3] thal 150 AEY o 2dAHS

=

g AL FHEE . HELLS FDAVE 84S 3 d5H AALI7A 9 &9
F2 AREY, F7F AR aYow wi" 7|7He AeEtt FDAE HE ¥ De
Novo $£3% % (Grant)stAY  AF(Decline)dts, EA Ao A3

_%_
(Withdrawn)® 7FE3k)

e

;

A A AER 7 Tl AR sAld 717 Al sivkE wen, o %



510(k) Al&e] Hlu 7712 &8d 5 vk 7% A 7]7]= Class T2 Hol Aol

71y, AlFAE PMA A3 T 271 dolgHE £33 2L De Novo £3&

s of sy H3l= A AT A ogALE S| AL, 180Y€ W S vAlE Al @
A gt
De Novo ZZAM2E GAHoR AHE A3 o] L2 Mxs AR A o st
Aol e GHAZS AAEIHE, oo wWEFDAY ZAAL =7} AHor e
(Class I, Class ID M A 7= 214 77719 A o] ga&4oz g
2 5 UEE S FE AS ¢ F Ut o] pathways 9502 EFIEHA &2
il 77719 BF7F 7HeskA v BDPE A &38to] % Al&3 A% srot vt
e AE ® 9A FQl JhEEid
¥ 9. De novo 5¢ 7% 29 Breakthrough 7171 A& Al &&A v
& De Novo ©& De Novo + BDP
HAA 71E vla gide] §lE M2 7171 87140 7Ed 214S 3 E
¥ = S5 F7F (Class I/ID) g5 F37F (Class I/ID)
28 A EFE HE (Y1209 o) A AE (< 1209)
FDA #g 7]E4< HE z71 g9 9 F71 A4
24 21 At vl g gl ATA, AEE A7 A
= sl w=ols )
7éﬂ}- /\]7%1’ %‘cﬂ, }\Hi% %% *g‘j o= ]'60‘7’]‘ ) EO]'L]' H =
A(FAPNAE & 509

3.5. PMA (Pre—-Market Approval)
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ol A RAY, Az A% E4e BASE W Fo 982 T F AAW,

rir
r'O
o
1o
o,
ol
o

Ao 2 A FAAY e s AT + Ade 772 AoHn6]l oY
3 19d 7719 #HAA el wEoll, FDAYE dwt 32 (General Controls)et &=
#e] (Special Controls)TFe2 &= ALY Fa4S BAE & gl Adshy, o]
w2} FD&CW (Food, Drug, and Cosmetic Act) A|515%d] &3 PMA A AL E3
ANAAZ e 598 273t PMAE FDA 273t 714 A443% 717 59

NH FROR ARAE 717

et

A&l ZAlsl7] Aol PMA A& o] tfd FDA ¢!

|

7171 =9l

rlo

& Wolop 6]l PMA 1%

715 wB o= FDAZL dlF 71717 =8 Abg H2o dis) bdata Fasirha

kst v 2AR 53 HAl 9 mr]7Iek #yste, PMAS A2 ides 2F

A Z1El AlEHA g vVl AF HEH Y, o]g V7= fEE V1E &
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7 T4 (Classification Regulation)o] el A #| && 797} @t} o

NG| wE FEReT FE THot
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¥ 10. PMA %¢ 73 29 Breakthrough 717] A& A £&4 v

5 PMA ©= PMA + BDP
RS Y VlEe 9 ARe 99sAY Bl & g
I P Aol st 8717 A
A¥E =5 (Class 1) =2 (Class III)
28 AlZE BT HE (1804 o)) 4 AE (9F 180 oz AH)
FDA ## #5490 588 3 745 ek 271 98 " o9l e
47 g Class I 717], 712 ¥l W% Class I 717] + AHS a7
= ol 4 gle A% A/l
A5 A s Ame ww oy 0 oo SEREA RS

3.6 M= Alggr|7] A % 5 A=

3.6.1. 7l BDD AA & << 71714 ©loly A

u] =30 A Breakthrough device® A3 % $2l® 77| & 7147F 2019720239 =
Abol 847N R, Al 7] EE AXE o A4 ok JTH = dE =g A
5 71719 = 0%, dely EUHE Jles x2S g Vs HFE 2339,
11, 13]. BDD Z213e 7719 93 SF7 FA%o| wgt 510(k), De novo, &=
= PMA A2E5 AHEE o A&3te] 21770 disf 2842 & vs F AUtk
=4 BDDE A4 2 509 7]1715S F 114 &3 4 vy d=¥ BDDR
AR 2 A9 71719 FE5 29 7oA FR ThsstH, TEFY dEd wE g

= 29 8ol Al Ho
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¥ 11. 1) F 9] Breakthrough device AR © < 9877
4 A 7171 o1& = 95 5
IMPULSE DYNAMICS
NG Implantable Pulse Generator 03/21/2019 3
CVRX INC Stimulator, Carotid Sinus Nerve 08/16/2019 3
Device To Detect Antigens Of
ORASURE TECHNO . i )
Biothreat Microbial Agents In 10/10/2019 2
LOGIES .. .
Human Clinical Specimens
T t Tube Deli
TUSKER MEDICAL ~°  PAROSTOIY e HEVEY 1y o5 0019 3
Product With Drug
Duodenoscope And Accessories,
Flexible/Rigid, Endoscopic Video
BOSTON SCIENTIFIC ) 12/13/2019 2
Imaging System/Component,
Gastroenterology-Urology
Image Acquisition And/Or Opt
BAY LABS INC imization Guided By Artificial 02/07/2020 2
Intelligence
Duodenoscope And Accessories,
AMBU INNOVATION Flexible/Rigid, Endoscopic Video
) 07/17/2020 2
GMBH Imaging System/Component,
Gastroenterology-Urology
Nucleic Acid Amplification Test For
ROCHE MOLECULAR o )
The Quantitation Of Epstein-Barr 07/30/2020 2
SYSTEMS INC )
Virus (Ebv) Dna
Next Generation Sequencing
GUARDANT HEALTH Oncology Panel, Somatic Or
) . . 08/07/2020 3
INC Germline Variant Detection
System
Next Generation Sequencing
FOUNDATION MEDI )
Oncology Panel, Somatic Or 08/26/2020 3
CINE INC . . .
Germline Variant Detection System
MEDTRONIC MINIMED  Automated Insulin Dosing Device S
08/31/2020 3

INC

ystem, Single Hormonal Control

_A’I_



A A 7171 o1& 9 95 H
ROCHE MOLECULAR Nucleic Acid Amplification Test
o 09/02/2020 2
SYSTEMS INC For The Quantitation Of Bk Virus Dna
Next Generation Sequencing
FOUNDATION ]
Oncology Panel, Somatic Or 10/26/2020 3
MEDICINE INC ) ) )
Germline Variant Detection System
Digital Therapy Device To
NIGHTWARE INC Reduce Sleep Disturbance For 11/06/2020 2
Psychiatric Conditions
INluminator System For Blood
CERUS CORPORATION 11/24/2020 3
Products
Intervertebral Fusion Device
CARLSMED INC ) 12/03/2020 2
With Bone Graft, Lumbar
ABBOTT .
Brain Trauma Assessment Test 01/08/2021 2
LABORATORIES
SHOCKWAVE Shockwave Intravascular
. ) 02/12/2021 3
MEDICAL INC Lithotripsy System
HELIUS MEDICAL Neuromuscular Tongue Stimul
o 03/26/2021 2
INC ator To Treat Motor Deficits
Pulmonary Valve Prosthesis
MEDTRONIC INC ) 03/26/2021 HDE
Percutaneously Delivered
NEUROLUTIONS El(?ctroencephalography (Eeg)-
ING Driven Upper Extremity Powe 04/23/2021 2
red Exerciser
Pediatric Autism Spectrum
COGNOA INC ] ) ) ] 06/02/2021 2
Disorder Diagnosis Aid
Intervertebral Fusion Device
CARLSMED INC . 06/30/2021 2
With Bone Graft, Lumbar
SIEMENS Prognostic Test For Assessment
HEALTHCARE Of Liver Related Disease 08/20/2021 2
DIAGNOSTICS INC Progression
CANARY MEDICAL Implantable Post-Surgical Kinem
08/27/2021 2

INC

atic Measurement Knee Device
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Stimulator, Autonomic Nerve,
MICROTRANSPOND o
Implanted For Stroke Rehabilit 08/27/2021 3
ER INC )
ation
Stimulator, Autonomic Nerve,
PAIGE Al Implanted For Stroke Rehabilit 09/21/2021 2
ation
Brain Injury Adjunctive Interp
SYNCTHINK INC retive Oculomotor Assessment 10/02/2021 2
Aid
Virtual Reality Behavioral The
APPLIEDVR INC ) ) ) 11/16/2021 2
rapy Device For Pain Relief
Automated Radiological Image
KOIOS MEDICAL INC ) 12/16/2021 2
Processing Software
Brain Injury Adjunctive
SPECTRANETICS INC Interpretive Oculomotor 12/21/2021 2
Assessment Aid
Alternate Controller Enabled
Insulin Infusion Pump,
INSULET Continuous Glucose Monitor
. 01/27/2022 2
CORPORATION Informed Insulin Dose Calculator,
Interoperable Automated
Glycemic Controller
Implant, Resorbable, For
CARTIHEAL LTD i - 03/29/2022 3
Articular Osteochondral Repair
Hybrid Stent Graft,
VASCUTEK LTD ) ) ) 04/19/2022 3
Thoracic Aortic Lesion Treatment
Organ Care System (Ocs)
TRANSMEDICS INC 04/27/2022 3
Heart System
ULTRATHERA TEC . ) Unclassifie
Apparatus, Vestibular Analysis 04/27/2022
HNOLOGIES INC d
FUJIREBIO DIAGNO Alzheimer Disease Pathology
05/04/2022 2
STICS INC Assessment Test
W L GORE & ASSO System, Endovascular Graft,
. 05/13/2022 3
CIATES INC Aortic Aneurysm Treatment
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Filler, Bone Void, Calcium Co
BONESUPPORT AB  mpound Containing Single Ap 05/17/2022 2
proved Aminoglycoside
Transcutaneous Electrical Nerve
NEUROMETRIX INC Stimulator To Treat 05/18/2022 2
Fibromyalgia Symptoms
SI-BONE INC Sacroiliac Joint Fixation 05/26/2022 2
Multi—Analyte Test System With
EARLITEC i ) .
Algorithmic Analysis For Dete 06/08/2022 2
DIAGNOSTICS INC .
ction Of Prostate Cancer
RENOVIA INC Perineometer 06/30/2022 2
MAGNUS MEDICAL ] , ]
INC Transcranial Magnetic Stimulator  09/01/2022 2
Oropharyngeal Electrical
PHAGENESIS LIMITED ) 09/16/2022 2
Stimulator
BRAINCOOL AB Intraoral Cooling Device 10/14/2022 2
ARGENTUM MEDICAL . "
INC Dressing, Wound, Drug 10/26/2022  Unclassified
External Upper Limb Tremor
CALA HEALTH INC ) 11/22/2022 2
Stimulator
Intervertebral Fusion Device
CARLSMED INC o 11/22/2022 2
With Integrated Fixation, Lumbar
Adjunctive Heart Failure Status
ULTROMICS LIMITED ) 11/23/2022 2
Indicator
Alzheimer Disease Pathology
ROCHE DIAGONOSTICS 12/07/2022 2
Assessment Test
Alzheimer Disease Pathology
ROCHE DIAGONOSTICS 12/07/2022 2
Assessment Test
SI-BONE INC Sacroiliac Joint Fixation 12/22/2022 2
REFLEXION MEDICAL Fludeoxyglucose  F18-Guided
.. 02/01/2023 2
INC Radiation Therapy System
REWALK ROBOTICS
Powered Exoskeleton 03/02/2023 2
LTD
ABBOTT )
Brain Trauma Assessment Test 03/02/2023 2
LABORATORIES
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Absorbable Metallic Bone Fixa
BIORETEC LTD ] 03/29/2023 2
tion Fastener
MASIMO Monitor For Opioid Induced
. ) 03/31/2023 2
CORPORATION Impairment Of Oxygenation
Medial Knee Implanted Shock
MOXIMED INC 04/10/2023 2
Absorber
NOCTRIX HEALTH Stimulator, Nerve, For Restless
04/17/2023 2
INC Legs Syndrome
W L GORE & ASSO System, Endovascular Graft,
. 05/02/2023 3
CIATES INC Aortic Aneurysm Treatment
Computerized Behavioral Therapy
SWING THERAPEUTICS .
INC Device For The Treatment 05/09/2023 2
Of Fibromyalgia Symptoms
BRAHMS GMBH Prognostic Test For Developm
PART OF THERMO ent Or Progression Of 05/18/2023 2
FISHER SCIENTIFIC Preeclampsia
Automatic Event Detection So
CERIBELL INC ftware For Full-Montage Elect 05/23/2023 2
roencephalograph
Mechanical And Enzymatic A
AVITA MEDICAL A utologous Skin Processor For
) . . 06/07/2023 3
MERICAS LLC Cell Suspension, With Applicat
or
Stent Graft, Bypass, Superficial
ENDOLOGIX LLC 06/07/2023 3
Femoral Artery
Prosthesis, Posterior Spinal El
PREMIA SPINE LTD 06/15/2023 3
ements
Mechanical And Enzymatic A
AVITA MEDICAL utologous Skin Processor For
. - 06/16/2023 3
AMERICAS LLC Cell Suspension, For Stable Vi
tiligo, With Applicator
Prognostic Test For Assessme
RENALYTIX AI INC nt Of Chronic Kidney Disease 06/29/2023 2
Progression
ABBOTT MEDICAL  Leadless Pacemaker 06/29/2023 3
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BOSTON SCIENTIFIC ) ) )
Unit, Cryosurgical, Accessories 08/08/2023 2
CORPORATION
ANNALISE-AI PTY Radiological Computer—Assisted
. o 08/15/2023 2
LTD Triage And Notification Software
LIMACA MEDICAL )
Biopsy Needle 08/28/2023 2
LTD
Stent Graft, Infrapopliteal, Ven
LIMFLOW INC o 09/11/2023 3
ous Arterialization
Extravascular Support For An
LAMINATE MEDICAL ) )
Arteriovenous Fistula For 09/26/2023 2
TECHNOLOGIES LTD
Vascular Access
Reduced Ejection Fraction Machine L
ANUMANA INC ] o 09/28/2023 2
eaming—Based Notification Software
Focused Ultrasound System For Non-—
HISTOSONICS INC ) ) 10/06/2023 2
Thermal, Mechanical Tissue Ablation
PERFUZE LTD Catheter, Thrombus Retriever  10/18/2023 2
RECOR MEDICAL INC Ablation Catheter, Renal Denervation 11/07/2023 3
MEDTRONIC INC Ablation Catheter, Renal Denervation 11/17/2023 3
BIOPORTO - DIAGNO Acute Kidney Inj Test Syste 12/07/2023 2
STIC INC cu ey Injury Test System
Percutaneous Cardiac Ablation
Catheter For Treatment Of At
MEDTRONIC INC ) o ) - 12/13/2023 3
rial Fibrillation With Irreversib
le Electroporation
Opioid Use Disorder Genetic
AUTOGENOMICS INC Risk Variant Detection System 12/19/2023 3
And Collection Kit
Endoscopic Ultrasound Syste
ENDOSOUND INC 12/27/2023 2

m, Gastroenterology—Urology
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ABSTRACT

Analysis of Innovative medical device policy in Korea,
and the USA

The medical device industry plays a pivotal role in integrating advanced technol
ogy to meet public health demands, but disparities in regulatory frameworks acros
s countries create significant barriers to patients to use safe and effective treatme
nts. This study aims to analyze the approval processes and regulatory systems for
innovative medical devices in South Korea and the United States, evaluating their
strengths and weaknesses to enhance improvements of innovation in the Korean m
edical device industry. In South Korea, the Ministry of Food and Drug Safety (MF
DS) facilitates market entry by the Innovative Medical Device Designation System
and conditional approvals, which include procedures for designating innovative devi
ces, granting approvals, reviewing existing technologies, and evaluating new medic
al technologies. To accelerate market access, South Korea implemented an integrat
ed review process for faster approvals, a prioritized review for devices designated
as innovative, and a phased review system that evaluates documentation in stages
for immediate approval. However, the U.S. Food and Drug Administration (FDA) h
ave more structured classification approach, prioritizing innovative technologies thro
ugh the Breakthrough Device Designation for expedited processing, the 510(k) clea
rance for devices equivalent to existing ones, the De Novo pathway for new devic
e types, and the Pre-market Approval (PMA) pathway for high-risk yet innovativ
e devices, achieving a balance between safety and speed. Both countries emphasize
rapid market entry for innovative medical devices, the U.S. system shows consiste
ncy and clarity in its regulatory pathways. by demonstrating needs for global regu
latory harmonization and proposes specific improvements to South Korea's policies
from the U.S. system, aiming to enhance patient access to innovative devices whil

e strengthening the competitiveness of the Korean medical device industry.

Key words : innovative medical devices, regulatory, MFDS, FDA
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