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3.2.1. 0|2 A JRAFI 877 EE FQ EA

v w7 F¥EERF AAs CFR oAl 21 & 862

Al AEe] 7lse® o] 3 A
ARZ Aols R HAFHoR 43 EHE g8 Txo|.

stAIRE ARG 577 Foke 2 2 ERWAo® AFE
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ol oo sFE. ol FE Aol e ff st AES T4 st
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AHIE H7beke ol AFEETTH
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c Al 9 kol A HE V]7] Fol ol sidEth
ol V7= AR Ao Xyt W g Frlel HeAow ARG HT
= o=V EEEFOA 9t WS (Regulation Number) ol s}
& (Subpart) WEE  d¥ste] dHolgE S T olE A st
A7 (2024 5 2 6 A 7)ol wEW, w=e] AL 577 Al
EFrAAE & 4 DAz 49 Zo] dAEdly. FAdew 4 A 25
=3 EReE AV, 1A EReA dadEE F 6,

2
AE AHeEAER F 19 7, 3 2 ERoAE AF 7

2 539 7,
4 Zpo A= AFe MF2 Aol wel & 1998 ME /=] Stk
x n =] AN 7)) AE 1A EFAA
A Ak Medical Specialty Ag3H}E  Regulation Ho}
9 87]7] e Citation M4
(21CFR)
75 Chemistry/3}8} 1
_ Part 862 1
91 Toxicology/=/d 8t 2
81 Hematology/d o gt 3
_ Part 864 2
88 Pathology/* 2] 8t 4
82 Immunology/™ < st 5
§ Part 866 3
83 Microbiology/m| A =8+ 6
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B 7. v=e AR 87)7] AF ERAAe] uhs F544(2024 9 5 € V1) ¥

13 25
22k 57 3a #5 4z EF
(Part, Medical
) (Subpart) (Sec) (Device)
Specialty)
CLINICAL Clinical Chemistry Test Systems 164 416
HEMISTRY AND
¢ S Clinical Laboratory Instruments 31 91
CLINICAL
TOXICOLOGY
DEVICES—21 CFR Clinical Toxicology Test Systems 50 264
Part 862
Biological Stains 5 137
Cell And Tissue Culture Products 7 18
Pathology Instrumentation and
10 56
Accessories
Specimen Preparation Reagents 3 61
Automated and Semi—Automated
15 39
Hematology Devices
HEMATOLOGY
M 1H 1 Devi 2
AND PATHOLOGY anual Hematology Devices 9 6
DEVICES—-21 CFR Hematology Kits and Packages 33 93
Part 864 Hematology Reagents 10 24
Products Used In Establishments
That Manufacture Blood and 25 35
Blood Products
Products Used In Establishments
That Manufacture Human Cells, ) 5

Tissues, and Cellular and

Tissue—Based Products
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27 BF 374 £% 4R BF
(Part, Medical _
(Subpart) (Sec) (Device)
Specialty)
Diagnostic Devices 5 24
Microbiology Devices 26 75
IMMUNOLOGY AND Serological Reagents 52 359
MICROBIOLOGY Immunology Laboratory . L4
DEVICES=21 CFR Equipment and Reagents
Part 866
ar Immunological Test Systems 75 236
Tumor Associated Antigen
7 28
immunological Test Systems
Al 19 539 1998
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F7FAQ A F AFE Ele 4 gl

£ 8.IVDR 7 A& 3 °

[ ¥7 799 98¢ 7719 Swd %40 aret ddac

AL 71717 g 71719 At ARgEH RS e Ae 5 rHS 74 717]€

HER A uofof

3. AYREE JR17|7]| 8 FE5EFS A AREEE V17]8 MR AAH R FEofok
gt}

4. AAE FEeAY ZAY ARgel FEFE vAE AZTE s AAG AT SFel
Sth 2ZEo7F b2 FA 9} 595l A4 i AZE o= AAH o LFET

5. 71719k 3 bRt s sk w7l= 71718 $dd sH R EiHolok dh

6. shte] 54 24=4d = el g4 e d4ddor ddd ghol

© Ux =42 717 9% T
7. AxPA= 7171l dig Ads ERE 247 fd Re £F % 78 HS

e effol gt

N

"

g9tk
10. 2F #7 FHS 14 4, 85 #4 2 05 2o Agun

20



A1 FHRue D 19F 4AY A4S AEAI 0@ 71715

Aggrh oleld /715 A4S Yt A3 $uY HOE ClassD =
wHAT o2 S0l HIV 29 A9 71718k 28 717150] of 14
BelEv], o] V15 W 9AF A 2AS FHok gk

A2 7 Rule 2)& AAF A4 e 249 A4S Fal WA

g
S
i,
Ani
Ay
£
x>
oy)
@)
>
S
Lﬂ_ﬁ
o
v
=
5
D
)]
[
[0)]
>
[
T
1
iy
rlo
A
o,
]
1o
oo

FAe UFE 717152 Class D & EFHHo ¢ 947
AF 5o, ABO Al~HIS] A, B, AB 85 ¥HH3= 7]7]4 Rhesus AlA~H9]
D &d& #EstE 717]7F o]el sigH )

Al 3 & (Rule 3)& AW (STD)olvt Aztst A A3s Hdsh=
717150 AgH ol8ld 717158 Class C 2 ®HHEYW, A g 71 E,
A (TB) AL 71E, 3 wpolga ek 7]7] o] old siddtt o
717152 Ao A& Xk xp Ao A4l 9Es st

Al 4 913 (Rule 4)& A7FAGE 7]1719F 2332 AAF 71710l 2 &%t
ANAT 7]17] F Ud¥E= Class B &2 EFEH, FYAHE =47], 9
HAE7| 9} 22 7]7]150] o]d XFHT} olF 7|7 AHEAE AF A

el

5 RUHEZE & UEs AAHENew, I A e

ol

M o

2
1o

A 5 712 (Rule 5 4rt AA 7719} HA &7 ALH}, o]t
717152 F2 Class A 2 EREY, AdA dAHA st HAE
A Q3= g2 sl o5 5o, AA 8719 22 7717} ol i,

o] 71715 B W FFEo| vtop AH O ek FAZ Witk

21



A 6 72 (Rule 6)2 #19] Aol FEA = 7IEF 71710l 485,

T2 S AR fds 7= 7171E50] oldd xdEH dE 5, TEE

Ape] Aol Tud dFe viA < V] wel AEd rArE H st
R o g Al 7 9FF Rule 7)) Wiz

S
A4 9 ol gl dxE4d2 Class B = &7F90h oldst B4
E

s 2
= =]
AR EE B AAG BTV 52 o] S AEdE fAT T
QEZ WS, ol FHATY FFUAL NI FoF TS Ak

22



iz
o

WF
a

qA AE

i

F
a

G
FoE

=
,mo

JJ

~
o

BR

oF
oy
Ho

R

Class D

o3l

e

&

Rule 1

il
—_—

ﬂuﬂo
G
i
>
xr

oV

Class C

A4 717

3

4

= o
=

[e)

ABO A|2~%1 AF

Rule 2

&), Rhesus Class D

A2" A 717

73$ Class

=
=

nE
TH

7171

(TB) #HAF

il
Sl

|

Class C

Rule 3

e

,WO
70

X

7171

FY EHE

AEATE A

Class B

m}

=

A7

E7]

o

Class B&

L
L

7171

A AR

o

s

mJ

—L%

Rule 4

717]

Class C

veel

A

.

o

E
H

N

e

=

0

Class A

AA 871

AA

]
=

471

7171

Rule 5

AA 871

]
=

7171

Jvmo
Alr
il

;O.#

Class B

S

7171, a7t

2o A o

9

Rule 6

7171

xr
H

o
ol
X

jze)

3
Jﬁmo

)
"

o

Jﬁmo

Class B

nAE W 71E

Rule 7

23



2}

sk A1,
2

}

o

MNE - u

8

o

=

AR 7171,
T

o

Edo=z
49 A, 3 2 wR@EmAME F 235 7 FEo=

)=

T AA7I,

=
T
A3

et

A
L

2]

A

b= 2] A

iz

k<]

ol A 877
24717,

3.2.3.
s
(

]

A A7),
4

A

il
x

L =
s o

)

=1 =
K JRUSa I

=
I

g

o5 7]7]

s

e

1

Z

9 2

gt

10.

2

G AAA ]
=40 84S E A A

A g

it

4

EER3
=9 22 PA el

Al S

3L
ol

D A AAe 7171
Devices for Sample

AA s =717
A ZzEE 7]

N
-

Preparation

v g E ]
7V ER A 2] A & A oF
AAFEA
e A A A 7]

24

718 A2 7171




uE
o
<

uE
ol
Ko

WF
T

() 4gstst AA717]

FRE A

RS

Devices for Clinical

Chemistry

A}

el

7

I R g7t A A E e E e )

Z

L2 vh= 12 v AR A]

4

ol ol
H

g8

HIER A7

et 5]

ok 571

W} -

25



F2|

A
[e)

s d T A7

J 2] A5 AV E

A

Sl G G R i = e o
S X — ) — X ~ X :
EEELEFEERE EREER *
i g il < S X ﬂA.o T X0 Nz (R = 1Xro XO X —
S O PEEREEREER ol i
EE .A‘.# i UIL 5 _7_:| =) ,z#ﬁ MT_ E.._ HT Elﬁ ,zr! ;I.Wﬁ i [~ HT ﬂ_AyO ,éﬁ ‘,L.O X ‘._JO HrvArO ~ H.AO K
ﬂﬁu@r1%@i%i%%@%ﬂazﬁdﬁx%ﬁ%ﬁx%
zlE e Z R bl i gl w |® i do |z wf oo e T |
ﬂdﬂﬂpﬂxaﬂti7ﬂu,| &OOJUWH_lALj.LHUJ.anMm_&_‘HIA
T ™ T |E e aaal%ﬂoﬂﬁ\u%xé%,u.%
Wl [ | I N N e il R R o g E
Ll..ua BN No|= |db oo |3 o lv_AloW W o.,.wo 7
N " (N D rou i be &e aas :
) —_
= |~ )
B =
i 2 :
T © £ :
< > — i
ns < ] :
) X X
gl M b g ZE
< ~
7o o ™ © -
3 " oo w .
s N 2 M|W do T
i w ) =
O ﬂu
=
N ﬂArO
5
~ =
—_ (e8]
N2
< £
GCERS
1J| — ;&.
o o ‘=
W g
~ «n g
SIS
= g2
>
— &)
— A

26




uE
o
<

uE
ol
Ko

WF
T

ok
o}
ok

25

ok
h

AR A o

]

718 ot A

[e)

AAAAA

TR A A %

9]
A AP oF
S

i

Kl

=

S5 ARG A
B

Gl
g

ok

o)
i AARA o

rajel Al

A Ao

O A
)=

HA17

3t}

Devices for Clinical

J
Chemistry

ok
-

AR

fuze]
Nr
(]
niy

s

]

A

ok
=

ok
-

ok
-

TR

AR
A A A AL A oF

i

o
AAA

).

EEEEEREERpoY
T

EEETE
EE!

WA G HAA

27

AAA ek

oA AR ok
W3t A




b
4

b
o

B

AAA

o
alo

!

N

AAA

g3t

7Nelg

AA1I

o

7)1t

Devices for Clinical

I

ok
l
AR ST

LA AL

3

Chemistry

71ep ddsket AAR1 7

AAA I

i

Tol”

3}

)

<0

7]]:/]_01

O
T+
o

o

AR o

B

WA AR A o
AABEA A o

A AR S AR oF

(K) ®9 AA17]
Devices for Clinical

Immunology

AARA o

718 7 AP o
u]Epg ApA] o

AR ok

ok
-

FSEA A 9 1AL

o,
[¢]

5

i
alb

ol
1
Jvmo
olo
"

s
Br

ol

)

ny
e
ﬂmO
TR
T

B

™

el

o
W
%
TR

B

B

W

]
)

%o
olo
TR

el
B

=l

28



uE
o
<

uE
ol
Ko

WF
T

E
E

=

AR A %

=

EAARAA
EERER

ol gﬂ

=

AR AL A ok

=AARA AT

oo
X
H
=5

=

o

A o
o} 71 A} oF

HIV - HBV - HCV - HTLV X gd
HIV - HBV - HCV - HTLV €33 -

AApAl ok

Br
B
!

<

1

A

ok
-
ok
o}
ok

25

eI
TR A A

A
FCERR

A

=]

=
AALA ok

AR A ok

q@.oi
@-oﬂ

(<)
J

A8

A
A7}FAARE HIV 8 2 AR oF

A

Immunology

(K) |9 AA17]
Devices for Clinical

HAR7

=]

ar
B

71 e

e el AT Ao} |

FTerA S AL A I

o ZAA717)

B

71k

7Tebe &1 4 AP AT SHIT
IEEEERAD

29




b
4

b
o

B

T

k)
el

o

A

O__Ih
Al
e

]

AALA o

ul o
=

A A
[ez]
-

il
el

o)

A2

6]

N
T

]

N
o

e
[e]

[e)

484

o~

4957
P

o~

ES
ABO - RhD &

ABO - RhD ©] 9]
ABO - RhD o] 9]¢

st A1)

gest

o=
T

]

KR
= T

AR ok

0
iR

i
o]
\._ﬁmo
wu
ol

o1
&

L) =dofs HA17]

Devices for Blood

2]
=
ﬂmo
olo

ol

o)

A+

Transfusion

nf
w3
Jﬂmo
TR
Tor

o1
A

Nerga el A 1
P4 S AA T
e o B AAA ok I
e @ o S ok
Z)Eh4 2 9 A4 oH
e 8ol S A ohY

ok

A 2}

=]

=

Ak

[SAPNS

718k =898 HA)7]

AA7)7)
Devices for Clinical
Microbiology

A B A

R

AR T
7 AL A) oHI

=
=
=

=

3o A8
&1l 28

=4

[SAPAS
=

[SAPAS

&}
&}

|
|

7
7

30




b
4

b
o

B

uo] 1 2 o o] -4 4 A

BAFA A

AR
AA G714 S

w4 FA

]

13

ol

o 74k

1

<

2

A AL %

%

Ob 718 7 A4 o

ok
o}

A

ok
o}

A4 AR

AAHA

HIV - HBV - HCV - HTLV &A=}k

Devices for Molecular

AALA o
HIV - HBV - HCV - HTLV

Diagnostics

AALA o

3 A 6 A AL A o

(e
R

193

A AR A o

X
I

=0
alb

o

x
I

X
T

A ARA] T

A AR A I
VA AAALA o T

7)eHE A6 21 AL O IT

716F EAHA AR

7V EHE A5 21 71 AL A O

7) k324 17 A OV

31



wE
o
4

wE
ol
Ko

W
1

ZA e HA]

1
= Ay

h=s

A3

13

ol

2] HARA

‘mo

A B 7]

I

E

e}
27

]

A
A S AAH T

poll
Al

Egof

Ay A

T
AT
24 AP A SHIT

3
A=)

A%

)

Z1et A A4 ] 1
=

AR
A GG A S I

AR R AT
o

30

=l
3H
-

E9 ]

3

£l

AR 3 A

Rl

71 AW e A7)
EER

511N
=

Devices for Immuno
Cyto/Histo Chemistry

AR ZE ¢of

A HAAR

X

w

el

!

el

X

sl
!

4

E 9]
AA AT E 9o

3L

oF
=

E o]

3T

Ea

o
=<

=

R

sl
H

Nr

@

E 4o

FlT AZ A

E9]o)

1

7

el

1

(P) A9

gl

fe)

01

Eof 1

53
E
3 E

hyA

El
235

Rz 4
]

]

Al
4

o] A o % 2 3 E 9 o]

A

Helx
R B e e
71 ERA

ol A0
=0aa!

E o]
32

3L

]

ZE
49

EN
71k A AT A

o)

o1

=
A8

AXE

IVD Software




o) FEER AA s vm

B

A L]l 57719

$2)upe}

A

g

ko=
pal

Ko

EERR

=777 9

4

—_—

A3l A

e 2

Foi

[e

—

ol

el =

Hn

[e)

=2

ARl A5 A

hlln

A 2 %

A2 %9 Tgm771H AATFA

g2/ AR,

et

<

M4 2]

Zolt. A= 2020 9

2 g3

o
=

z]_ﬂ_

o)
il
]
4

o7
4

=i
=

&A
Edl &

HA17]

z|

(e}
=

3

al
e

A 2] 7 o

stk A17],

/2)]'

]

o

gt =AA 715714,
EAR 7] 7],

AA= 7171,

uAEHA 7,
33

L —
T

1o 271 7]
AA

N

A

]

o

A9
u}-2}
T A7,

o
Tl

upet Ay
AeE



>~
>
>
o
)
o
>
v
1o
bl
N
1o
1|
i
M
el
N
N
N
N
i
ne
r®
ol
1o
2
oo
o
=
rlr

e FAACo®E Folry] oo, v=d FH JA HEAL EEHH A
Axp ekl o2 A EE Jhed Ry Absle] kel whet
kst FEHE S FUreE Wobke grlem deAAE ddsteta itk

al= o] AR 5717 Al FEASRE FDA 9 Al ZAVL &
&  FDCA(Federal Food, Drug, and Cosmetic Act, W|=r
AFEJekEsdERD Y AES W Thed, dE7IVIY FEE 9
islA= CFR Al 21 2862 2~892 X)) 1 7]+°] #4859 Utk &
ARG 577l Awe] F5E ool #sk g CFR A 21 %
862 Z(Clinical Chemistry and Clinical Toxicology Devices) ¢} & 1174
864 Z (Hematology and Pathology Devices) % 866 % (Immunology and
Microbiology Devices)oll WAI® +7gel wa} #e]=a ok

gy vl AS e g Ho 532 4 a2 EFEA S FE
e AlEska lvks Aol SA A AolE JHv. 1 A ERolA =
ANJAF 571717 AEE = Xg3Eo] wel Clinical Chemistry and

Clinical Toxicology Devices (YA} 3}8F @ <A} A8 7]17]), Hematology

i
ftlo

and Pathology Devices(€de4st 2 ®gjst 7]7]), Immunology and
Microbiology Devices (|8 2 n| &3t 7]17]) 5 & 472 2F9ch 24
ErolMe AEe AR H4o] wEl T 19 7N, 3 A ERelMe AlEY
71l wel F 539 R e H, 4 A ERAAAE AF AFE Aol
et & 1998 N2 Mg = o] gl

34



FAAY

FHAAd= Fd HH OS2 MDR (Medical Device Regulation,

°)=7+7d) ¥ IVDR ©]

g, A LS 7717

PN

IVDR (EU)

]

A
]

9

TAde® IVDR (EU) 2017/746

ﬂ
K
A4
-

=K

ol
=

==
°o H,

3luel Annex VIII &= 4 719

2017/746 2] &4

i
file)

ol
Plo

N

A3 7 A RF TP

= 10 7Hef ot

P
T

o
oo

X

ol
Hlo

AHgEA,

A 2]

kA #eE =

Feiz A

o

B5H7E 7

A 2] %1

4

CEBIMED

oF

ol

Ao

o
¢

ol

O
o

3

=
[e)

Aol x=ge] 7t

3

st ol

=

235  7hel

o
ks

5 °]

g

%ﬂ’

7=,

Al 2

s
)

B

gl
M
ol

Tk

K

s

2 Ao}

bl &7

3

oAl R AL

ojny
%0

B

3

Mo
tlo

Al

(AD,

35



o

A

%o

<
o7
e]

—_

;OL
;oH

il

).

7
"
ofiy

Hin

A 715 el e

o] 752 gobxm gk

TARE g2

&

AEE

T

i

1]

°©

A& 3t

e

ur}

o] Fo] # A 7k, IMDRF (International Medical Device Regulators Forum,

9 2

) 2ke] Al

=)
=

Ay
S I

shutel Aol

S

-

T

B

S
3
712

o] ¥ %

3 of

S

717
AN BN 71A G

o

-

)
o

™
ojo

X

i

Zt A9
s, A, 4 AForE 71719 AREZF ot

L —

T

36

=

i, =
H =
RUSNEN

=1 A

=

0]
il

of wheb rr A, 3 Ao

WA oy ZlEel whet

sfaLst

Al }ts
Zloltt,



)

s
h=g

ukeh Al

]oﬂ

pzs
=

‘ﬁ!.

r
el

b

)
o1

i

olerety ol

= 7HAA 2

0

Bl
o

S

?)
ol
=

¢+

~

;OL
olo

i

ojgA SR Al

A A

A 2k o) 571717}

o~
=

17]

A
s

ol

—_—

0

"
my
)
%
A

B

olo

il

i

H

N

T
7

i
rliy

)

K

o o ZH

o
M
o

T

ﬁo

of
XO

37



il

B

gl

-
R

ALHEe) 57712 FHrrelo]

H el A,

Gh

ofiy

)

7kt HEo

52

)
=y
)

T

O
o

3%

e

=7} B2}

T+A 7

<}

Np

ol
ol
°

=
_
110
ol
ol

ZENRERE

Class I, II, III & -

=
=

wheb A9 R T 277

i

A A A o] 2L

i3

ol

011:}_

oA
ol
ol
B

=& IMDRF 7}

gt

,vls,

o|J

i

—_—
o

sgoz At ol Fel4a 9

J)

38



il

o

o]
o

R

AE 7

=0 Al AA= obA =

il ZFAIsHA Al skE o] QLA

9]

vt fgel vl

%

Ahg-5hvd

=
=

AL A A

5=

o

H

T

ojiy

iy

ARG 8717 AR =28 A A B elA

%

ol

¢+

A
K

7} A]

of AAHCE 3

=
o

A

4

==
5

H

o

A whEkA

g o]

=
[e)

7}

Sk

S
=

K

e

A
o

o

3|
T

acs

=7 A2 gfAl Z23hel ks yrbof

9

s

ol } 7]zl

]

<

=0

H,

571719 74}

M=

F5el wet, 3 A 2

39



ofiy

Alg e

=
=

2 A

S

7o) =alelo]n}

’

™

o A% 2Eds Al =0l

&

13} A 7]

19)

o

—_—

54

s
oy
o1
<

T

el

olthe

o] <)

s

Aol Al

=9

A o2 A o =}

P a7 3

o,

ThE AEIE Al

F ek

el
it

ol
KH

AT Al 7] el A

o2 0]

2ol

i3
=

Q= W EolE 7L i Eofo}

o|J
HR

fuy

i

£5 A9,

A 714

w9l

5}

v

H

o
o]

o
HH

el

el

s

2t

S
=

34H

7171 Akjlol == AZelM ¥ 2

9

40



o= sHelthelo] %

D.

)A
o

)

A 1L

o

A e

2

o]

AR Aet. 28t 71E9

A L) Akl 5 7] 7] o]

2020 4

sl

S

_(H

bl

(LS

b
Hlo

0|
s

file)
Ay
]
o
0

o

T

~X

de vtgow )

=43} Aol

Fof 7}

S

B3 A

o% (Class I, II, III =

i

ojny

!

ol

ol

HOoE UrH, gAE 7Nt A B
-

=

o

2 4 714
o]Z Qs WHAT MEFHI} ¥

(¢]

)t

o

al

3

AN AN S NF
14

&
Y

ol

2 7Rk

IMDRF ] %

T—

-

2 58

A A Aol 1L

PgFo=H Ho

1

1d5el dA A

~

ﬂl

o

[t

0

=

fite)
Mo

oy
z]f

e
e

—_

;OL
o
HO
3
o
el

—

;A_i

41



ojiy

A 2

s

o

o

A}

Aol A

b O]]ljj_

=]

K

—

0
M

pu—

Jel ol ATE A £ AR <

A A=

e

1, TtAl Z1del A Al

o

A Al o
T AFolA Bk oo}

A ko] 5 717]

T Al

7171

i
)

A 2 9]

)

=7}

287} 9k
= A

sk
=

],

=
ET Y

A=

Z

A

AT E 7

ok o 2 9]

2
=

t]

}3, IMDRF ¢ 13

S

el v

ek Thol=

_ ng]__

St

<l

ofiy
Hj

ojny

A

71

£, A A A

o]t

sk
=

3 of

1 A
-

dlo]g 9

3

sk
2 gAE 55 T

&3t

ol
,.__ﬂo
ol
)
o%

e

1
T
-
N

oy

%

Y
T
&
2
)

Nlo
wf

o=z 7o},

= AT 7))

o
huy

telsh, o] 2

9

ol A

N

42



AAAE) 8 7]7] Fofwko] ofyet o577 AW

Hgste] T omr)y] A AA HAH S
0% greran,

43

g

£

3
o



i

—

10.

11.

12.

13. =

14.

L SR AR

=3

AT BB, TP A AR FAEG 2474 -

nl=H, 2023.

=, Fe MEL RV ] U BEFA

-

AT+, 2021

S, A 5] kel 24 8l A A, 2020

’

. MDCG 2020—16 Rev.2 — Guidance on Classification Rules for in vitro

Diagnostic Medical Devices under Regulation (EU) 2017/746
(European Commission, 2023.02)

A EEEHA A, 3 MDCG, IVDR I =< #3t 7fo] =g}l

g7 R EEH, 2021
MDCG offers guidance on IVDR codes (RAPS, 2021.07)

e Bk AR Y, §H(CE) Mg g7]7] IVDR A%E o) ¥

o3 =k, 2023

Sk o gk R, e FoT AlEE YR AlY (Netherlands

Notified Bodies, 2023

olg 7171 Axu Y AJolE
(https://emedi.mfds.go.kr/msismext/emd/min/mainView.do)

o) g7 71ed AR Y, 2021 9877 A %3 2021
Al E o okE b A, A LGl 57 7] 7FAI A AAL Sl e 7 (LA
A 2023-49 %)

271971 =BT, A AdEek W AAE 2020

ejl, A9l ARkg L] oFE, 5 7]7)
2013.10.04.

fu
a
N
=
r o)
Ak
e
o,
e
2
b
=
o}
it

44



15.
16.
17.

18. o] ¢

19.
20.

21.

22.

23.

24.

295.

26.

27.

28.

29.
30.

AL E TR T A G, AR Al 2021
Stulo] @ 3] vHlo] L ZAAFAE, 229 AYAGAVD) 53, 2022
2 E o) ok Qb A 2] o) ekE b 7, Al ook R&D ol4F H.alA -
FEUY19 77 A% 9 Ak 53, 2021.08
S 3 w23, AR
et a1z, o577 Aeel, 2015
HAA, AT 7771 (HE A 16433 &, 19920 %)
A

=3
Satulo] 935, Z2H AYAW] =771 AVD) AF A3 9 A,
2021

St AAG RS, =71 = 577 Al X1ES 91E FDA
o8 7]7] Q187} 7hol &
FDA and Industry Procedures for Section 513(g) Requests for

Information under the Federal Food, Drug, and Cosmetic Act (Food
and Drug Administration, 2019, 12)

In Vitro Diagnostic Product (IVD) Classification (Food and Drug
Administration, 2024, 07)
HAZAR st R A 2154,
Guide, 2023

o

=917 7718 E %3, MDR Reference

A F ookt A, A 8717 7 ALAAL Sl BFE A
A, 2023

FFLANAN T, ANAEE JobE, 9|8y AB-we A3,
2013,10

HAA, 271719 A8t (F28 Al 1081 )

v)l= FDA &3 o]#] (https://www.fda.gov)

45



31.
32.

33.
34.

395.

36.

37.

38.

39.

40.

41.

42.

43.

v AYF A S5 o]A] (https://www.ecfr.gov)

FHAT HH SH o)A (https://eur—
lex.europa.eu/homepage.html?lang=en)

HAA, AL 5771 A2 (F2d Al 1954 %)

aE g ArstgE e, AgdE gu5r)7] 5 U o vl 3
At 2018,11

A Fo)ekEetdA, IR Y19 XAk 5 A7 7] wrEE g
Alg 2020.05

et Atstsrs] &9 o] A

(https://www .kscc.or.kr/Introduction/Introduction)

7 REY S o)A
(https://health.kdca.go.kr/healthinfo/biz/health/main/mainPage/main.d

0;jsessionid=CY8KDoTyHAoMhhSWdHvhIIwPMyc82xGPsR6bjYdh.h
ealthinfo10)

- Al oF FHo] A
(https://newsroom.daewoong.co.kr/archives/16592)

A golikg ¢ EH o] X
(https://www.amc.seoul.kr/asan/healthinfo/management/management
Detail.do?managementIld=315)

St A A AT EAE  (https://naver.me/5110sUrf)
HAdAArL8E AR o A H o HAL 7]
(https://m.blog.naver.com/hyouncho2/60114559490)

tj st 8} 3

< ¥ o] A] (http://www.transfusion.or.kr/KOR/medical/medical2.php)
1941, A E Fof HA Wzt 2 EdT=? wygdLds i,
017.12.26

N

[\]

46



ABSTRACT

Improving Korea's In Vitro Diagnostic Device Classification System

Through Comparative Analysis of U.S. and EU Regulations

With the rapid advancement of modern medical technology, along with the global
challenges of infectious diseases such as the COVID-19 pandemic and the trend of an aging
population, demand for in vitro diagnostic (IVD) medical devices has surged significantly.
In response, Korea enacted the In Vitro Diagnostic Medical Device Act in 2019; however,
a dual regulatory system remains in place, leading to ongoing challenges in administrative
processing and clarity in classification. This study aims to compare the classification
systems of IVD medical devices in Korea, the United States, and Europe and to explore
ways to enhance Korea’s regulatory framework in line with international standards.

The United States classifies IVD medical devices into Classes I, II, and III based on
intended use and risk level, while Europe applies a more detailed approach with 10
implementing rules and 7 classification rules. In contrast, Korea currently uses a four-tier
classification system based on potential risks to individual and public health, with a list-
based approach that has limitations in clarity and specificity. This study carefully examines
the differences in classification standards among these systems and highlights the necessity
of adopting a rule-based approach, as recommended by the International Medical Device
Regulators Forum (IMDRF), to achieve greater international harmonization.

As a proposed improvement, the study suggests categorizing domestic [IVD medical
devices first by medical specialty, second by diagnostic purpose or disease type, third by
testing method or technology, and finally, by specific device characteristics. Such detailed
classification is expected to enhance efficiency and productivity for stakeholders, including
applicants and companies, while boosting the global competitiveness of Korea’s IVD

industry.
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This study aims to make a practical contribution to national health and industrial
development by recommending improvements to the In Vitro Diagnostic Medical Device
Act. Future research should consider introducing transparent guidelines and a rule-based

approach to improve regulatory clarity and aid stakeholder understanding.

Key words: In Vitro Diagnostic Medical Device, Item, Classification of Classes, In Vitro

Diagnostic Medical Device Act, IVDR, FDA, Europe, United States
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