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weh 4E, €OFE, AR/ 5 el B AFE Ddn RE AHES 2ol

radiological health, CDRH) o] t},

Department of Health and Human Services October 2024
Food and Drug Administration

Office of Offica of
the Chief Counsel Digital Transformation
— Office of the Commissioner
Chief Counsel Chief Information Officar
Mark Raza, J Commissioner of Food and Drugs Vid Desal \pcap)
Oifce o1 e Rebio Calf, WL, [ ommar |
Executive Secretariat § Entorprise Transformation
Principal Deputy Commissianer
Director Namandjé Bumpus, Ph.D. Directar
Mariina H. Vamado Meraith Chuk, M.D.
(DCAB) Chiel of Staf (ocAE)
Gifice of the Elizabeth Jungman, J.., M.P.H Office of
Counselor to the (ocay Planning, Evaluation
& Risk Management
Counselor 1a the Direcior
‘Commissianer Yashika Rahaman, Ph.0
Vacant (DCAC) (DCAG)
Cantor for
Canter for Center for Oncology Office of Office of
Biologios Bvalustion Gavicas & Radiclagical By Evnlustion Tobaceo Products Vaterinary Madicine Center of Excellence the Chiaf Madical Officer Extarnal Affairs
Health & Research
f— [— Director Diroctor Diractor Criof Medical Offcer Assosiate Commissianer
Patar W. Marks, M.0.. PhD. Michalla Tarver, M.0.. PhD. Patizia Cavazzonl, W.0. Brian King, PR.0., MF.H Tracey Forfa, 1. Fachard Pazdur, MO Hiary Margon, MD., M.P-H Lash Hurlar
{ocB) (oce) (oco) (DCF) (DCG) (DCH) {ocJ) (DCK)
Office of Offica of Offica of
" Office of Office of the Office of
Minority Health Operations Policy. Legislation, Chief Scientist Women's Hoalth Human Faods Inspections &
& Hoalth Equity - " Program Invastigations
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™ by Ko ivot-mka Chief Scientist iain ner Deputy G N Commissi
ssianor peraiions puty Commissionar ssaciata Commissioner
Gheryl Anna Boyce, Ph.D. Chisf Operaling Officar sl B e M v " James Jonas Michae! Rogors
(DCM) James M. Sigg (DCN) prereen DCP) N {oca) (DCR) (£CS)

Legend:
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CDRH 9] 2 dF+= 9571719 A3 A 37} (Premarket approval, PMA), A% A
Al 31 (Premarket notification, PMN), 474419 ¢ 87]7] A8 WA (Investigational
device exemption, IDE) 52| AA} 2 H7lo)w o g7]7] A|ZA| Ao o)t ZAAAE
8 A (Quality management systems, QMS) S 7fdsta A g3c). T3 9o 5 7]V
ARE Al A Tkt el AbElel st AR E TR #este Al HeE B8 Al
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October 2024
Department of Health and Human Services
Food and Drug Administration
Center for Devices and Radiological Health

Director
Michelle Tarver, M.D., Ph.D
(Acting)

(DCC)

Office of
Management

Director
Janelle Barth, MS, MBA

(DCCB)

Office of
Strategic Partnerships &
Technology Innovation

Director
Suzanne B. Schwartz, MD,
MBA

(DCCC)

Office of
Science & Engineering
Laboratories

Director
[Edward E. Margerrison, Ph.D.

(DCCD)

Office of
Communication &
Education

Director
Starlet Johnson, MSJ

(DCCE)

Office of
Product Evaluation &
Quality

Director
Ross Segan, M.D., MBA
FACS

(DCCF)

Office of
Policy

Director
Ellen J. Flannery, JO

(DCCB)
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commission, EC), 3|¥=2 +tA|7]%(Competent authorities, CA), 3 L= U
215 7] ¥ (Notified body, NB) 2 % 2] £7]7] 274 7] (Medical device coordination
group, MDCG) & 7-&& 4 qlt}.
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European
Commission

19 3. 739 A9 3] (European commission, EC)

A= FAZIHS G5 Ay 3] ko] A= dellA FEE = 2571719
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AA £ W AT | AZDA G4 59 AFF FPRh DEF CA £ FU2 Ay

ook 4l 98 7]7] A4 (Bundesinstitut fur Arzneimittel und. Medizinprodukte,
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BfArM), 2229 =5 oJekE AZA#F <-4 (National agency for the safety of
medicine and health products, ANSM) % ¢] it}

JAF7IHNB) S F3H W 571719 95717l ¥ (MDR) +4 oF& B7ksta
sk AP oIt 8 Al EAEE gE77]E S5THE 3 CE d5<

Wotof st A7 AT 7lewH, & AL, AR $ A S5 F7sko]

o
ol

R4

AE A9 CE 9152 Foldth qEAe A7 pors b /]9

o)
rO
0"
D
"
i
14
10

TUV, ¥=2 BSI7} St

npxjeto g ol g7|7] 24 1F (Medical device coordination group, MDCG) < 9
957171 }I(MDR) ol wet AgEclom, 7zt 3jd=a tixsts gR77] A27teR
T4E Aot MDCG += 714 o= 3195 /HHsto] 7 Hasldsle A
Alweta, A= A 7¢I d¥e FE FH W 257171 H(MDR) & d##
Alde A sk 9gs k. MDCG = AH =491 7Feld 2 (Guidance) & A3

AxAA7E 57171 A8 Al 8717 (MDR) & =58 &+ U LeS o3 7, 484
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3 R uF, FYe RS B

3.1 957171 49

3.1.1 =d gs87)7] 49

Sl gB7Is TRZIZINMS of A8 rAEY, AM e FEolA @5 Ee

z8rsto] AFEH = 71T 1A - BAA] - A8 AT EY o] = o9} FAFSE A E O 7 A
AW S A, A5, A7, A e AR RH08 AMREE AE, A Be FolE
A A7, A Be WA HA 08 AAEEE AE, 7% B 7se AAE tiA B
WPt HAoF ALSH = AlFE, dals 2AT HH0R AMEEHE AF 5 oL sl

A2 B o 5407 AMEE = AlE
1.

dE e AelE A, AR, B e AT HA0R AMEE e AlE

A s HEE B8 07 AMSE = AlE
NS 4T BA o7 ALLEHE A E

% 8. = 957]7] 49

nl= o g7V Tdwk A% ook 3% H (Federal food, drug & cosmetic act,
FD&C Act) s ol &8l F A=W, TFD&C Acty Al 201 2 4 2] (Definitions) 2] (h) &l
w2t 714, 7198, =T, A, A E, A9 AleF 5 gvlek el sideke
otAlM 2] && oul gttt
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% 9.ul= 97 7]7] 49

ol wl, 7171 & 74 Al 520 (o) Fell o AXE o] (Software) & E&35HA|
k=t
A 520 % (0) 3 2T E o] (Software)

1 95719 994D £EE o]

2. 499 AW, A, A7, Y, AR So| AnEA G AW BH 77 2
2% 9% 4

3. A B4 7%

LEAE PRE Y mh RASA 93 0] A%, A% W FHY WP, BN 58
s A

3.1.3 #9877 49

4 987171+ 2017 d A8" THYH 957171 1174 (European Union Medical
Device Regulation, EU MDR) j © &l A1=™, Al 2 2 4 ] (Definitions) ° wz}
A A7y s s 2gste] Aol Al ARE St ES o H 71, T, gH], AZEd o],
AZHE, Ak, A7 L= 7E FEO7 -5 F dhvtel algsts 28 u)sie}
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L A8 AR, g, BeE, %, A%, A% 9 95te] ZA02 ASHE A%
2. 34w gole] AW, RUEY, AR, 48 % BE) BHO ASHE AR
3. 88, Qe s, Wl sts whgoluk Aele] AL WAl W YY) HHOR A

A
4. 8715 24T A, €9, 249 A9 s T R AT HHoR AEE =
A

¥ 11. 79 957171 49
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X
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X
i)

I AA R Y BIN7)7F ob ARk A= AR7E sk Bis oY SR V] 7] 8 @A ARG-sho]

AEs APAo=

!
+

JEg BAS 9T YLD AL R BHS 9y

| dsl= A

F 12,9 871718 AAME A2

4) & 9t W54 16 v RE4 Z)7eld w77 A8 7171wk vel

sk vl w54 7]7]oly A 87]7] AE e 717

1. ZRE A= T kel sk Als

2. AA AR = FTF AR AFEE W ORE Aol Ag]Ee] s -84
= AA Y] Fx2o] Ax Al AR AlE (EA = 9o 8 A A D

3.9k, #F e vl 245 d3h, Hut e, IJu] FAF EE s 3
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2) A%9
3) SFEolLt LA 2 BAFl A Aekati=A] of 3
4) A AELA G A=A o

FE 1454 ARV SEER VIS 2 AAE Sled A v+

o

-
a-

)

3.22 W= YR TEET

u=ol o777 SEEFE A (Code of federal regulations,
CFR) 1 ¢ 21 CFR 860 &87]7] swiF Ex(Medical device classification
procedures) ol Y=o glow, o]= A|EFQ kA FaAdel BT Fool wEk
871715 Class 1, 2, 3 F 3719 o5 o% 723t

Class 1 987]7]:= dRbtAl (General control) ol wet 71719 b9 FadS
Aoz BFstrlel T 7I71E v|stth =3 ejd 71717 S A
A etz G EE AR H A ¢har, Aol A B Fe] dRlo] HA] ok A9 el g gk
o] wj, &ukfA] (General control) @ TFFD&C Acty #| 501 & E<4% (Adulteration),
A 502 Z FA EA (Misbranding), A 510 % 5%, Z23} 9 A7 A Al 11 (Registration,
listing, and premarket notification), #| 516 % FX|¥ 7]7](Banned devices),
A 518 & =4 2 7|} #A %X (Notification and other remedies), #| 519 & 7|71 <]
71% 4 B 3 (Records and reports on devices), Al 520 & ARl @ A} (General
provisions) o W& FA 7} AL = A v s},

Class 2 95 7]7]+= YRkt Al 9 S8 514 (Special control)

ot AuFAl e S FEAAW o Fal AN KA B
7

L

i
i)
[l
fr
~N
_\Ei
2
AT
[ A=)
ofN ok
o A
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Class 3 2987]7]= A& A 4<¢l (Premarket approval, PMA) A& wE+= 77| =
oJulsl, TFD&C Acty A 515 % A& A %92 (Premarket approval) o] ©+& A7}
A g-Hrt. Class 3 ° dldshi= 28587171 dubtAl £ dldsHs 45 SHAAA7

71719) b3 R s deldoR REske Jl o R wdsty|ol YR FEEA e

A9 m AY A7 AR fA4, Afets BAow AbgER, A7ke] A% Fol g
MEH SER AHGEE 49 0 A TE Y 52 Qos) B A0 P9

el A5 &= A 5
ERE P
Class 1 = 4 U,T AW A (General Control)
(Low risk)
Cl 5 i i R A"+ A (General Control)
ass
(Medium risk) E-9 114 (Special Control)
=2 9E5E A"+ A] (General Control)
Class 3 . ) o o
(High risk) Al A %) (Premarket Approval)
3% 15,75 98717 swel wE A=, A4 T
3.2.3 9 o577 suwT

9 g5717] sawfFe "EU MDRy, Al5% ow % A4 3 7F(Classification
and conformity assessment)] A 1 2 A 51 % 71712 5+ (Classification of
devices)oll W} 571719 g AMSEA, UAlE 938, g2 HF ofFe AxE

1H3F] F 4 7] 5F (Class 1, 2a, 2b, 3) 2. & &3t} 5 522 b3 A}

L T 1 =]
H =] :I'L‘T':

offl

Class 1 gAboll HEshAY HAFekA ot A A Aol AL ¢l 57171
A} o} A Fdto] @r)17H(1 AIZE~30 L) ol AFEE o T3 F ] 9 o)
J= 2=7717]

Class 2a AFHT H33sta xpe} HF3ko] 30 A o]Af AH&-5] o
A Aoz Q3o =& 95717

Class 2a

Class 2b
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Class 3 | Al A& o2 HFstr o] H o] o] /M %2 =717
3% 16. 74 R8IV TF T

T3 TEU MDR, %4 8 Al 3% 53 713 (Classification rules) ol whg} #| &2
T2 TokH, ole YRVIVIE AFE7IZE Ao, AAFGolF 2 AR 5

nestel BIAEA A2717), AEA d2717), B% 2712 PReka FAHA 5

flljo

il

F A 2] F 2209 79 Rule) o] Wk AR 9 w]/E ERen
otk o] W, 7H 1€ FH 444 MAEA A8, FH 5RE 7 8 AL

A GBI, H 98 1 127445 5% 2717, 74 13 9H 73 18 74K
S8 el e Y gom F4E o] ek

(

8717 & T3
HH454 227171 | Rules 1, 2, 3, 4
AE4 8717 Rules 5, 6, 7, 8
5% 98717 Rules 9, 10, 11, 12, 13
5 13 Rules 14, 15, 16, 17, 18, 19, 20, 21, 22

X 17. 749 9877 5957 3

3.3 RV FEEF

gewe 571715 719, 71, d58F, AJAR, ATZEJZ 35t
S

Az Az W FARAAA} FAS QEFTOR ERAALG. £EFE 7
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W22 pg1000 dmgdE @ 24
) 7] - A91040.01 A% #=-8 717 [3]
B01010.01 F3AE 54
B01000 A &35 Axd FF (1]
B) 9=5&+F : :
B09000 3¢ &+ B09040.01 994 3 #HA47]+
[4]

C01000 = =} 7}€ Einsy C01010.01 X3¢ A5 [2]
(C) AFHYA = :
C27050.01 A =& w5 A= [2]
A& (2020.05.01) of] w2 2HA)

E01010.01 Hd@ I A5

C27000 7)E+ E% A=
2HA ( TA YA S 57719
E01000 Ad# e

o~

(D) A QA EE A

(E) AXE9d]

AT E 9o

E12000 |

/\EEO]oi

3 ARe

AEES ] [2]

E12010.01 A‘:‘O‘ 4
AR Z 2T EQo] [3]

% 18. 57U 98717 3

FEEF AA

3.3.2 w9

ki

717] E =TT

=l BT w5 EFAAe TolEdd gy 21 CFR Part 862-892 °f
2w A 4 7] 9] EFAAR o] Fo A At

= (Medical specialty) ol w2} AW+ % =7 (21 CFR part) =

A

Ty, AU BRE 94sE 5 19 e AEHRES 16 e el whet
wRarslt
A= A7 A P A5 I AR
(Medical specialty) 5 = (Medical specialty) =5
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g ot

ST & v %

1 . . 11 . Part 876
Clinical chemistry Gastroenterology & urology
T = o Fart 862 EEN S EDE!
2 .. ) 12 i Part 878
Clinical toxicology General & plastic Surgery
st A A & 7RIS
3 q ) tol 13 General hospital & personal Part 880
m
cratotosy Part 864 use
el BEES
4 B2 14 ° Part 882
Pathology Neurology
o &k Aot & F-91F
5 i 15 , h& Rl , Part 884
Immunology Obstetrical & gynecological
— Part 866
pEs, e
6 . . 16 . Part 886
Microbiology Ophthalmic
a3 o FEDE!
7 Part 868 17 . Part 888
Anesthesiology ar Orthopedic
A3 3} A & o) &t
8 o Part 870 | 18 ,H 22 . Part 890
Cardiovascular Physical medicine
BE! WAL 8t
9 Part 872 19 . Part 892
Dental Radiology
SEREE
10 Part 874
Ear, nose, and throat ar
3E19. "5 877 A5 dgd

22 BRE AFY B4 wet 319 -8 (Subpart) 2 FEEHW, ol= QBI|/E

A

A7) 7] (Diagnostic

devices),

7+ 217171 (Monitoring

devices),

B 477 (Prosthetic devices), $%7]7](Surgical devices), X &7]7](Therapeutic

devices), 71E}7]7] (Miscellaneous devices) & F&3tt} 3 2 &7 AF2 7|50l

w2k A

W5 (Regulation number)® TJ-EF ¢} FA

Hs= AlFol

SRS

e Aubd ol 5 A5 uel 7 A2 o] A& Fof W=t} vpxuo 2 4 2}
B 5= AEYE 8o uat Al E % (Device classification) &2 F-E ¥t} A% FES

B3 AE AA AR S5, 37 EH7(510k, PMA %), GMP o], o] A& 2| g7]7]
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"EU MDRy °] A& Agsta At 93 95717 2% 15 (Medical
device coordination group, MDCG)©] 2021 d 8 € 987]7] SHEF 7Ho1=
2}l (MDCG  2021-24 (Guidance on classification of medical devices))<
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nx] 2o 2 GMP(Good Manufacturing Practice) & =ujollq 2877 Az 2
FABRY7ES Lot 57179 AA, Al xE AR e 5o BE Bl tisf b stk
Fast, ¥ ko we d¥E Ax W AME RSt SAAFIANLES
ojm gt GMP AAk= 81 7F @0 25717 Alx e FUAAE ddoer ga7]7]
Az R FABL7F wih GA) FAANATRE s Ao

rlr

A Ao A SAC W ARE T8k of

a9 5. 73U gR7)7] Ax 2 FA43 75 (GMP) A3l 324

919 e 87)7] B2k A Al S S 5717) A gEel A F e ekEera A (o] 3
g7171 B7 BF 712 GAA Aol mhek AMAE A ol
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5 —
AR

(Misbranding)

1: -]
5%, 558 9 AW A Al

A 502 %

A 510 % . e
(Registration, listing, and premarket notification)

=AH 717]

A 516 &
] (Banned devices)

A H 7E A A

(Notification and other remedies)
71718 715 W B

(Records and reports on devices)
oIuF @ AL

A 518 %

A 519 %

A 520 %

(General provisions)

¥ 32, AtA A8 544

4.2.1.1 E<%3% (Adulteration)

7ol st}

TS TFD&C Acty ol 857171 7R o] F7HeE ™ = 23 2)of= (FDA) o Al&<]
Ae715, ANF A %< (Premarket approval, PMA) A1 #F WY Z2EF
QAL F4= 71719 24, Az 2 FA B2 7] F (Good manufacturing practices,
GMP) 2 38 7]7] HA| (Investigational device exemption, IDE) 2] #&]o] tjjst
Agto] FoEH T}, olof wet Aol A 7IFs F58HA &= A5, Class 3 #l¥%0]

F A A AFH A ANE ZREZY] @ AES A o AF, = A4E 7171

o
)
&O
rl
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4.2.1.2 FA23E (Misbranding)

"FD&C Acty Al 502 Z= F34%(Misbranding) v &% 9 o57]7]9]
b8 (Labeling) A3 Alel dal] qF7gstet. o), epdgold AlF =& AF &7,
Egol BZEAY AF A ATEH e 2, A, A=
Vg W YA FEEHo AFS TAH, BEY, AMLATEAN 59 AEFE
AFET A AT UA" Ze=, AF Fu £ @dse] e
bl (Label) ol & AlF 2] A4 &7 & A, JdE 9 299 AR5 E <fv]sh

ol AFY &7V TFAE T3l 47 A& & olok k0 wpebA gAY e g
Z3hste] thekdt A5 g oJulshs §& WHelolw, ghl e AFe AHAA £ U=
AR ou7t ek,

Pl o] QQIEAZ FFEE A the ) Uk

1. 28 7] Akge] 3 9ol Ak 219 7kl o] Q= A5
CAAE, FA, A, 7 T AR Gl A
AE 2 Argoll Bk H R} 7| A H A e S
AR o] 71 A A ke A
AHEE U o2 A ERE Q8577 2 BAIZE ZIAE A e B

CPFeRA s FVA = do] e A ehie s Ed o WA,

i
ﬁ rlr

< IS I N JC I

oo
off
=
o
N

"3 - &8 34 Tbsrolehe £ AN A %

3% TED&C Acty A 201 % (m) 3+
36 TED&C Acty A 201 & (k)&
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S A H7HA
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=

, =717

oF

T EE=EY|7ro R A
[e)

W, 2

Al 3
e

A 721 F

'FD&C Acty

9.

b
ofpy

et 2.

[e)

e

719 olg 71719 LA FA 4

=
T

F o R7]7] AN el met

1. AlFe Al#F

TC &

s Y

ﬂo
,.mo
)

1o
)

o

4

0

:lAO

SHAl LA = A

B

T

o] FHa At 2719 AR F

}-

K

o] dnk 7] AL

o

ol
=
o

ol

=
=

31 (Premarket notification) A

1

A
vl

fhs

w7

A 510(k) & A

'FD&C Acty

o]

TFD&C Acty oA =)
FDA 2] <21 §lo]

3L

h=3

T

0
pal

2. 59101 AY 288 A7) = A

5. A
=]

3.

)

Np
el

] (Notification and other

71EE AR

IR I
77171 el wf

)
=

A 518 % EX

'FD&C Acty

7.

J_,NO

1]
ES

A 519 % 71719 71=

j2d)
=

remedies)

B

=
hu

"FD&C Acty

34.

hya
ar
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71719 AMgH, FAE, a5 e #d A ye-E 21 CFR 801
2H ¥ (Labeling) ol 774 = o] 31t}

4.2.1.3 ANAEASE 4 717122 24 (Establishment registration

and device listing)

"FD&C Acts Al 510 & &JokF & 985717 AZYA 55 (Registration of
producers of drugs and devices) 9] 5717] A ZPA L 71EF 7F QA (A2 HA,
A A, FULA 5) ] ALS FDA o 5338 A2 o735} oju vk uf A9
A3t v = Qe AAE s PA ) AHE TEslolof gt} o] e A% T
&7k ek frAtstet.

T3 BII) AZYAE AL SEE 453 F AA7 A3 2E 5779 558
A Zslolol b, vl= oM FEHE BE u7|7= AxgAe o TEuolok
ghek ol ob #EE Al g2 21 CFR 807 98717 AxdA 9 27 94

NAES @ 717] 25 2ol FAH ) ek,
4.2.1.4 A& A A3 (Premarket notification)

FD&C Acty Al 510(k) %= A& A A3 (Premarket Notification) &= W] =y A
Ateg ti e ® ARS8 7715 Bufsks A Al A 90 A o] el FDA off Al
A AnE Yrisks 510k AEFSFES a9tk 510+t AlEel 7187t
A% (Predicate) 3} E2A 07 F%(Substantially equivalent, SE)3}o] <FzxA]
aE AdteE AE d5st7] 98l FDA o AlEsk= A Folth. olw, 7187} A&
FRA o AldE BE AES R dFo] 7bedhH, F2 510(k) AAHE Fal H

sE AFE AT olA™ dAl= AFE A#skr] Aol 510(k) & AlEsk] o

=



AFol 757} AF} BAA BEHL Adrke N FEAZ Wolo} @k, o]
FDA 238 ol A% 2] w5 v 2] 521 (Clear) & WHe-g ov e, QA w5 ]
o] 59 A O AFES G S glow, W) 5 A A F 90 L ol
ol Fol A}, gl 59l A MRS AA FHE AW sh=th s PAlE ) 59

% 21 CFR 820 A A2 ® (Quality system regulation) & 4o we} Z2ZAAAHS

1. A3 A 59 A1 A (Premarket Approval, PMA) 2] A|&°] Q3 H$

2. 21 CFR 807.85 Al A A1 Ao s dats 4

3. 71718 17 (21 CFR 862 ~ 892) .9 &2] 510 (k) AA| A gtel] el FatA] gk -5
(el 21 CFR 862.9 97¢3k8F 2l 44 54 71719 510(k) WA A&

3% 35.510(k) A=o] AAE = 45

510(k) A=2] AAs WS 21 CFR 807 Subpart E A%+ A 4131 A x}(Premarket

Notification Procedures) & #1138 &= gl t}.

4.2.1.5 +A ¥ 717] (Banned devices)

TFD&C Acty #1516 F 4% 7]7] (Banned devices) &= 7|99 Ax| 9} AW =

49 flgol 71715 S ATH. FDA = A27bs @ e JRE v o s 4% 27
3 4 (Classification panel) 3 +=2]5to] A}& At o 2 AFRSFE= 7177 71wke] A%] ¢}
A Ee A 9ol A, o]F Y MACE AT F vta ddEE A
A 71715 FAEeE e A & vk wbE, o]y $h Zintoluh f1gdo] 2
WwAew wAdd & vl ddE= A9, FDA = ACA =pEy @A
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4.2.1.6 EA 4 71} -4 F*] (Notification and other remedies)

-
FD&C Acty A 518 & ZA] W 7] e} 74| % %] (Notification and other remedies) =

AFol AL AIY AFCRFE A0S nEehy] A% 2AF PR A9
FAE B QAT 2u AN D A Ao A% AR BASAL, 21 A}
2 Aol T AT Fel, WA L BRI AAE AT e

£ A AG] YA AT AE O ZRE B g o)A H s o6
FDA & & A7) g AlFS ALt RE AA (98 AR Ax9A, S99
o), ~uQAAl, o 2717) AL S)elA A

o
1o
>
oo
|o
o,
rO
o
Ho
i)
o
off
B
ol
b
fu
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3. f1g0] w7k opd thE SIAIS) A, fARSE, S W AEOR At R
obd 35
4. BEXT o 7 27} F2E3HA] 9ty Bty

T3 FDA += 919 22 TFD&C Acty A 518 9] 54 E+= 7, A 2 &S

BUEA 5o FYAR T 2Tl BE €2 5L 9FT 5 Aok

gl

)

"FD&C Acty #1519 % 71719 715 9 Bius A4, F994 9 A7
AFol =& (Adulteration) o] E = A 9Fa1 FHFE (Misbranding) & A A
AkEE ety Sl AEARE 715 9 BaustEs g ok, 715 9 was
ATA AE RGoNA 71715 AHEehe 98X, A7 B AFolR AHEH = 7]7]9]

AzGA s FAGA, el osl] WAlE B A8 A et
4.2.1.8 FAAAH F4 (Quality system regulation)
TFD&C Acty A 520 & ¥l @ F7A}8(General provisions) 2 LdkgfA] o] of g

TAS E8tstn . o] & FZAAE 14 (Quality system regulation, QSR) ©]
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Ae 7NEE AFY Ax ¥HH AE Tl HA Ax 4
Tt}

AzGAE AFol AHHoR Q7AgSE FFaes HA Azx 9 FA7e
715 (cGMP) ol whe} FAAARE FYsta Fstelol gtk o= 21 CFR 820
ZAA A8 7 (Quality system regulation) o] wat Al F W8-S 174 st}

FAAAE Y] AL AFS FHA SR fFEeths ST Az Aol olw
A Fo) & 21 CFR 820.3(1) A 9] (Definition) o whe} ¥7, bl wi= W o] Lo}
AAQLo] Abgol ThsstAY ZEdhe BE 7)) B AR vl

GMP WA 9 3% 71718 ++74 (21 CFR 862 ~ 892) 2] %+ (Classification) o ¥
o -7} WA E] Utk thek, GMP 7F WAl A9-ol% 21 CFR 820.180 715 wh

AN

st (HF

i

ko
%

Z A 7]% (Current good manufacturing practices, cGMP) 2 &3 21 S

9 7A}8 (Records general requirements) % 21 CFR 820.198 &% 3¢ (Complaint
files) & WA H A Qo7 V=L =580 of 3},

4.2.2  SEA

St A& Class 2 g 57]7]0l] B85, dRbfAwe 2= 71719 bdAd 3 a3 d &
grsl7]e] FEEA %> A dutatAlel 4 HEHy. SHqtAE AWy o g

=g AgFy, E9  opdly 9 A8 (Special labeling requirements),
X571 (Performance standards), Al3# ¥ ZAF(Postmarket surveillance), 3z}

5= (Patient registry) & %33t}

B U

As0p x| 5T Y 2T
Special labeling requirements
=7 %

As514% | °° !
Performance standards
Al 3 FA

A 522 % 1% ¥ =4 ,
Postmarket surveillance
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55
Patient registry
% 38. 54844 A8 74

4.2.2.1 E 288 QA8 (Special labeling requirements)

E= gple] o 748 (Special labeling requirements) < 28 & 7F+4¢1 TFD&C Act

Z #7474 3% (Misbranding) € W=w], F35 8 M o] epilg] 2 gApglo] 71t
o]+ 21 CFR 801 Subpart H &4 71719 &Y @ FA}3(Special requirements for
specific device) @ FDA oA A &38F+= Class 2 21571712 EE 14 7Fol & 2}2l (Class

2 special controls guideline) oA &1 4= git}.
4.2.2.2 % 715 (Performance standards)

TFD&C Acty, A 514 & A% 7]=(Performance standards)< E¥HtAo A5

NEe Edete] 71719 kA madde BASES Yt ol= Class 2

&
Qs AF 71719 A e A, FART, &9 D ARl tiet ep iy ARo FohE
Atk As 7= #Ed A M W82 21 CFR 861 A& 71+ 71 A2k (Procedures
for performance standards development) 2} FDA oA #| & 3}+= Class 2 957179

EE 1A 7Fol = 2421 (Class 2 special controls guideline) ol A &1 &= qlt}.

4.2.2.3 A& F ZAF(Postmarket surveillance)
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TFD&C Acty A 522 Z Al & ZA}(Postmarket surveillance) + FDA oA &4
=771 Al F FAbell ek AghS Hojght) o] 9f wE S Al -2 21 CFR 822
Al & ZAF(Postmarket surveillance) & Z18 &4= It} A|H & ZAR= Al3E 7]17]19]
dolg & #etxow fFast Wor ¢35, £4 9 st Jle onlsH, Ald &
A 3 AR dHolEle 71719 b aRAe] #-hs 35 B EAE
fAdste= Hl AFEETE Al $ AR oS vk 2ol 54 Class 2 E+ Class 3
w7171E o ® gt

Class 2 == Class 3 9857)7] =

FXE

1. 71718 17o] Az A474e] #2485 2l S 7HsAol e B+
2. 71717F 1 | o] QIA o] o] A & o] {4 5= A

3. 71717F ARRAE AJAL 9ol AT S
supporting) 3t= £ 52 AT = A4

9[_
4. 71717k Zeof Aol 7 e AHSE AR Al dE = 5

2
)
iy
o
—
o
2
=
wn
78
=
2.
5
0Q
N
ol
ol
Y
2
—
o
=
o

|

Al AP Aaps A A, Al S A HE, 99, A8, BRa 9 PUrR
o] Foj 2 A &S vha3 2o
Sl | -+ &= W &
FDA & 957]719 Aol F7](Life cycle) =< theksh

245 Tl AR F AE a3t VP9 EAE

H
Hd
B
1
g
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— TED&C Acty A 522 % A3 3 A} o] HA 7 F

A= Al 5 AL Al wet F3b

report) 2} 3 ¥ 114 (Final report) & A|&3}oo} 3tt}.

T3 BuA0 39 FDA & ¥ J3o] x3d
X34 (Enrollment report) 2} 3§22 2913} 7]

ds HelEZF x2gdE I A F AL

XA (Interim  postmarket surveillance  status

Bl report) & Al ET A& AFS GAE AH F 24 AE
A F A 29 ek 6 /MLwtt), 1 o] F = Wi F3t
Al & A AH BIAME AESoF ok =3k HF
HudE g8% Alf & A QFARe| g M|
Huol, ol A& & Al £8 F 3 A2 oYy
A & 3kof o gt
Al § A | FDA = QAI7F Al &8 B Aol ths] W82 ek, A
37t W ol A, Ay FA9 A AR 58 sk
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Gil=alin

3 40. FDA Al & %A} (Postmarket surveillance) &=}

4.2.2.4 A} 5= (Patient registry)

4} 5= (Patient registry) = A 219 AAl Sgddels o AR77E
ARgehs fxbEe] A e AR S HelHE 3 B E4ste] drr17]9

J

7141 kAR I S Frlsks As Auisth olF Fall V=9 A E R
dolg e A5 = A vl 8-S A Sl
oY A THZ AAl AugAF oM HolHE AR AARE dolE (Real—
world data, RWD) &2 ¥t} oju, AARE dloJej et x| dlo]el& thefeh &4 oA
Aoz FHE HolH & gl of 7] oll= kA A8 e 8kt 55 HlolH, A} 17
71 (Electronic, health records, EHR), X3 A do]f, tXd A7 o]ZHE

flo

THE oy so] x3ETh HFHORE HARE HolHE B4 =EE Y44
Z=7E AAE =74 (Real—world evidence, RWE) 2}11 3}, o] = 2|85 7]7]2] ¢+dA 7

fol
%)

& Bpshed AHga,
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AALE- dlo]H ‘ AL A
(Real—world data, RWD) (Real—world evidence, RWE)

— ®45= deld]

— AR AR %

— =& A dHeld

== e s Y
tolE 5

1% 20. FDA AAE dlo] ¥ (Real—world data) 4 2AFE &7 (Real—world

evidence)

4.2.25 A3 A %<l (Premarket approval, PMA)

TFD&C Acty A 515 % A% A %<l (Premarket approval, PMA)+ Class 3
g=71719) kA aud FUet 5 kel "iEl] g st o] oF A sk A =

21 CFR Part 814 21571719 A3 A %2l (Premarket approval of medical devices) <

(@)
)
147)
)]
w
1o
fl
N
N
Ir
i
flo
do
e
bl
&
N
1o
1o
ki
~
N
l‘U[ﬂl
1o
=)
ol
=
ne
rE
=
2
1o

Ae BT £ Q= TR 3 FAHAE AAsto]of st} oo upel A= Al A
317 A1 Al ARE Al S B S0l FUEE AR A Oish FHAal Az Y
ZA3eE 7]1F(cGMP), 89X A+ (Non-—clinical laboratory studies) %W <Ak
Sl

T (Clinical investigations) A}&5& #|&3}o] o} 3t}
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=
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O
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)
o
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e
L
2
r

clinical bench performance testing information in premarket submissions) < %11

et

At A= AAAE #E 715 (Good clinical practices, GCP) & F438}ofof &+,

olg} BT Fo A E et 2ok

=% it 4

AN = &

21 CFR 50 ﬂl y f .
Protection of human subjects
AAF A A A H

21 CFR54 | ©° ?}.H%C’H L .
Financial disclosure by clinical investigators
ﬁ o] Al o] © % 5

21 CFR 56 | & HHBel AA
Institutional review boards
A 7171 WA

21 CFR 812 ;L%_ ] ] ] . .
Investigational device exemptions

E AL A B 7 A

A% A FDA 8|7k AE $Ao] Aoste] v=me v

submission) A LS =& 37} A Q27 7)o AAEE Ay S ol 2= Qi)
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4.2.3 De novo A=}

De novo & 28 E "M Z22"S 2u| st} o] A - FDA 2] De novo Aaf= LHkTA]

9 OSEFAE FA S Y Am19 s fRY FHAOR BEHA,

BEAA 25 v nE 93 7187} A& (Predicate) ©] 9l= AMEZ2 A& 2 Class 1 =&

ke AAE onl g

A A (B10K)E Beatr] flal w0l oty ok A3t
2ol Al A Alae did AFol 7srr AE 2AA O F 55 (Substantially
equivalent, SE)3}o] b3} FaAS Adths S 5 Axfolm, whok i
AFol 718 7F AFY EAdHoR FeokA vty #eE = A (Not substantially
equivalent, NSE) thA} AFL Class 3 J8717]12 EF¥o 715 &) Al A
= Q1(PMA) & K3 stofof ghrt. o] = A AlF 2] vl s 913 55 7187k A&l gl
A5 sllgsith. olel wel FDA = A%k A Alal f A ARl ARbgtA| o} S8 qtA| =
A b fFaAol SRHAN T35 7187F AlEe] gl 7171%°] Class 3

AR7I7IZ E7He Ae AL s7hE A A skE S Sold A S 218l

Class 2 915.7]7]

e Hu
2

De novo & Al ¥

o
E5 718 7F Aol §le g0l
w2lA] De novo A2 Al A A3 & FDA ZFH o AlEo] 71387F A&

HAA O R FFotA gtk B S Wil De novo & A A e Al A Ala

e

mim

J&sFA] k3l vEE De novo & A1 s AoZE YA Ho. T4 A=
A 9] (Q—submission) AEE %3] FDA Z%E De novo 3G o] 1= Q13 & A%

A% 2ol AT,

Ir

>
el
2

X
ff
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A7} De novo AHAE AEdH FDA = A A 7AE (Acceptance review) 3
24X A E (Substantive review) & 3 De novo & AN ®th AFA HAEES
AR AEES S Am7t AdsHA FulE A HESHE dxkelth FDA &= 156 ¢
ol AEE ¢xste] Al AFE SAskH, B¢k Agto] WA= A dAl= 180 Y
ol F7HAEE AlEstolok $hth FDA &= 2134 AEE ¢ssto] A dsittal dush=
A AdA AES A&, 7 WA A HEL] ARl 245 7 E (Classification
FAHES A AE I sd e F3 2 71717F 716 Al dE A=A
™, whok i A2l 55 7187k Al (Predicate) ©] = A sk
% De novo AL A-dEY. E7 HEZF A4S
o A5 g EWE oA AlEol

=
TAE ol A FEAAS S  AeA A= e A5 9

=
o
2
us
o
O
aQ

w

[0}

wW
K3
o
oft
ot
o
rr
oM

Belo]l He3d AP FDA & A3 ZHE(Interactive review) ¥ F7F AR
2141 (Additional information letter) &2 QA A=5E 233, dA+= 180 & old
83" ARE AFdFoF Pt

AAA AE7 5¥ § FDA & 919 De novo Ao & & ALHASS
Mmoo g ZERttt 599 H$ FDA += De novo A1 S 5913t SRS Westa

7 AE2] Class 1 5= Class 2 9 &717] 75 WA whef Class 2 98771 %
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<120
FDA
calendar
days to
Grant/
Decline

De Novo Request Review Process

Decline De Novo Request:
PMA Required
OR
Discuss Reclassification
under 513(e) or 513(f)3)

Yes, class Il
regulation or
approved PMA

Pre-Submission
(Optional)

Submission of De Novo
Request

FDA Acceptance Review

Refuse

Accept

v

Likely predicate, class Il
regulation ar approved
PMA for same device type
exists?

Yes, likely
predicate

De Novo Request placed
on hold, requester notified
of issue(s ) to be resalved

FDA Substantive Review

Decline De Novo Request;
Submit 510(k)
(unless 510(k) exempt)

v

Additional information (Al)
needed to complete the
substantive review?

-

Decline De Novo request;
PMA or new De Novo
request required

Requirements for class |
or class Il met?

Yes

v

Grant De Novo Request;
device may be legally
marketed

2% 21. De novo A% AE Az} 37

3T FDA guidance — De novo classification process (2021.10)

63

De Novo Request placed
on hold, request Al




De novo 714 TFD&C Acty A 513 % (D& 54 71719 Hx &

il

i
k)
M u
=
o
o

A 55 (Initial classification and reclassification of certain devices) &

1)
e

AL 21 CFR 860 Subpart D De novo S5E5F(De novo

i

classification) = 18 4 ).

in

—_

=] 8714 °]57]7] (Breakthrough devices) = AH S $1§stAU A 23t Aol
frdshs Al ZabAQl ARE Awsts ARV Ee 57V FEY o5

A ¥ (Device—led combination products) & 2|7 $tt}, ] FDA &= &7]4 ¢ 87]7] 9

il

NE
r\r
1

rZ

23 e Hrr 2 FHE Yal Er)Ad 9 87]7] A% (Breakthrough devices
program) & vFASIITH ol Ae FDA F A% B8 A7 #8714 =77]719
&7kl ot AARE Aol doldte] grrle = QU Shm, Bk £7]4 95779
7 Al AlES ARE FAACE AEYNS £ LS itk d714 o577 Alke

Premarket approval (PMA), Premarket notification(510(k)), De novo A&7} & Q 3t

AZEL Ao R Y, e AE 7|FS F538}
4.2.4.2 2718 m7|7] Alx A=}
9714 9277 ARe AAe T WAz A5, 3 A W 274 9877

#]4 (Breakthrough device designation, BDD) o™, & WA @A = A& N2 71453
4 37 Al AlE AMF SAHE|
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A WA AL G714 5771 AR QAT 2A71A 5TV A S AP Al
el FDA 7} ol & HEsta 274 57|72 A ek datolnh. A= AF Al Alw 2
Sl et AT W8S @7 AlEsteiok s, FDA = ol & $8f 2714 285717

s ARSI 8714 95717 A4 7ee v 2k
71E -8

|| BEE AREI sln rbesh wzke A Al tal v kA<l
A5 B S Aleshes 49, a8
Ui 5 shuell sldshs 25
(A) SAA 71ES dErl= 25
(B) 571 dhigte] Q1= 4

2 | © s7he digtRn 4t ol Alwshs A
(A A, @xpe) ahel A 98, A7) e] 521, 3714 8 284
sl 5 29

(D) Aol Al HA <] o]Q)o] &&= B
342, 874 9877 AH 7=

w3 A4 57 A AFE AEY 7 A A eFs PR, FDA 9] HES
AAE= AF2 317 Al Al AXFH(PMA, 510(k) 2 De novo) & A 8kaL o] 9
o715 A skofof ot
Yo 7 A dAQ AE v 7HEs 9 s A AlE AR AR ES Al
A5 ] A 2ol A FDA 7F A €9
AEo] A& JES A3t Al AlEe] s7F A% K FDA 7}
T ATh AL A S v 2
317124 2]87]7] AZ™E E 9| (Breakthrough device sprint discussion) & A7}

A ek FA o thall FDA ¢F Eofsto] 7]t Whel]l g ofsl= Aa 532 5k, ol= 4AI7F

J \
~
Y
32
i
HU
B
oX
it
o
o
2
o2
i
e
o
r1r

38 TED&C Acty 515B(b) Establishment of program
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o] A, 5, 4 8 A7IAE AAstolof gtk BVt SR ¥ 5 FDA = Al

dolg] 7§t A& (Data development plan, DDP)& #|%2] 7] AA o]
T =55 At 857]7]9 AHg Gl Egol W Aotk o= Al A,
5 TR aoF sk ol 9 ofo gt w @& Egeet AlEe 74 577 A $
A A= FDA of dlole] 7B A8 o] 495 24 = 3lom, FDA = A& 9] dHoly 7
Agel s HAagtstal fAsHA AEE ¢ RS Sk
A 22232 9] (Clinical protocol agreement) = T+A4% 0] ulg} 872 777
Aol ZstEo] A9t FDA P 94 2 EFof tish Ad o] T2 AAE A3k,
ol A9} FDA EFolA F&o] Qi st Fojd T2 EFo| st M-S gAgt
FDA 7} &5 Muoex gojstoior sbw, wkek FDA 7} Z2EZo] AF ) <t 7}
Frade A4l 24l Sus 33 EAVF Jivhal At A, FDA & A7t
e Aol disl AS AAS F ALF gt

8714 o577l AL APH A= (Other pre—submission for designated

ke

2

breakthrough device)> 714 ox57|7]12 A AF s AL #AlZE PHS
gulsttt. A= 714 g571719 AHd AE AFEE Q—submission 7Fol = gkl

weh AlEsk, AR Al "EA gRV|VIE AGE AlFel i FsAg”

tlo

ZIAZE. ol g B FDA + dd Algs FAACR HEs] A v=us

Hd & g HoR A%d 5 9lon, offd YHlolES T TRAES] 1Y

39 TFD&C Acty 515B(e) Expedited development and priority review
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4.3 T 8717 A8 7 A4}
4.3.1 CE nt=2

CE vlaE &9 #AIdA S 2nsl= Conformité Européene & Z Ao okxlo|n]
1993 A58 FHE5A olArs| e A7V we} AFgE Uk CE w9 g4 A%,
FA, 3 W v B Apelol A Sl o] Y E o] vty AE = AlE S e ®
st i AlEe CE wha 282 o FARgol). ol /@A) Wl wet A4
A< (Declaration of Conformity, DoC) 3} A 35+4 1% (Certification of Conformity,
CoO) oz AA H7F Adxp7F 39k A4 AAE 98-l A2 AFel ois)
AZ27F AFAAAA S} 7wmAE Arlste] JI57]e] 59 glo]l A7) AlFel CE
ntaE A&k wolH, AT A5 APdel wE AFA dis AxATH
Q1% 71 (Notified Body, NB) 9] A4 #H7F AAbE & § CE whas A&ste
Aol olet e AaE B8 CE vlaE A4 AEFS 94 AAY (European

Economic Area, EEA) Y w7} 7158ttt o]x 9 CE via s thid AlFo] &4 X3 9

9 977l 1999 @ 9=:7]7] A F (Medical Device Directive,
MDD) (93/42/EEC) 4 ©ll 21Ase] CE vt HE& ¥3tsigion, 2020 d 5 €
olEx = 9577l 4 (Medical Device Regulation, MDR) (2017/745) 1 ©l
gAstel CE vt A&& oFstsiditt. vvh, F3AT A B9 L3] (European
commission, EC)= 2| 8717] el whE A2 A5 A2k Adgd el weh 9 |

40 Council directive, 93/68/EEC

41 Commission notice, 2016/C 272/01
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19 22. CE w}3*?

shal o,
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9 ZPAFE 7)1 50] 9= 95717 (Class 1s, 1m, 1r) $} Class 2, 3 985.7]7)
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7171 &5 F5ell o
o

€2 202654 o]
F5 AR

k=1
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42 Regulation (EC), No 765/2008

43 BU MDR article 52—article 60
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Ag3t] §7 ol Alge] 7hsstth miAgte g Al F AR s §Y 9577 4
QT Aol B R A e Al E o) whe} Fastofof gt
1) A% AA(EN, ISO, IEC 5 714 1)

9) 9|2 7]7] S| o] B 3ol Wl Eire] WE A

vy
i

o

4 %7t 2a 8

o

3) AE g & (EN ISO 14971)
4) A 2 AdE 7

5) 71&wM (TCF) #7

6) AZ71 AAF L QIGA] -3

7) Agd A (DoC, CoC)

4.3.3 Class 1 o5 7]|7] AgA H7} A=

98 Aol AL Class 1 9877 At Made =3 A3t 37 dx2 w2},
ol ¥ =77 Al A AFE

)
=
Documentation, TD) %9} #AZW s Fi oEma ¥ 5o ygo xad

4 EU MDR Annex 2, Technical documentation

45 EU MDR Annex 3, Technical documentation on post—market surveillance
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AA A Q1 2474 34 A A4 (Declaration of Conformity, DoC)*® 24 0 2 o] o]t}
olF i el At FH AP AN F FEHIE Foft

Atk Class 1 87171 A% & BFehe F44 92 (QMS) o] 8757
=

LCEVAE 488

2 b

rr

Class | devices
Excluding Class Is, Ir, Im devices

Annex Iland Il
Technical
Documentation

Declaration of conformity
(Annex IV)

CE marking

(Annex V)

Note: No Notiied Body involvement

19 23. Class 1 987]7]) AA H7 A=}

ofwl %) thelQlol e FAAT ool ANt Az AL o} J£]7]
F39 54 2TAge te 9FE SRt FUAT el 2R A £ WAL
Juigth, fd e AzYAS AFPHAA D JEFAT AE, waetd

46 EU MDR Annex 4, EU Declaration of conformity
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AZYAE SH5n FAFT 0 A AF 4TS S A Y09 ARE

D AxgA S A3 ddAM, s 2 8- A5A F
2) AzJA L] AFEAAAA, 7lewA 9 Bd AT Ak B

3) AxdA =
4) A= 2 Al Al AddE S AE AR ARE Ay
5) A= @ FAGS AxdA ] AL E Al )

6) A= FEH ko] AEe] A A At x

Y
>
&

7) Q2R B i ALGAT} AV S BRAG W AFE BAste] U HE AnE
A2 A 1

8) AZAZE T LT A W BAE 5

r l r
oM,
4o
1o

o,
of\
krtl

F 44, Y gEd e o

4.3.4 Class 1s, 1m, 1r g 857]7] A4 H7} A=

g, =4 2D QAL 7150] 9= Class 1 91277 (1s, 1m, 1) = A RS E8

-

Hgd 913 A4S B=r, Class 1 9871719 484 B2k 2apel) A% 8742 nFehe

FARGAAHQMS) T B AEFD 1Tt 2 FARE0] FohE )

T EU MDR annex 9, chapter 1 Quality management system
8 BU MDR annex 9, chapter 3 Administrative provisions

¥ EU MDR annex 11, part A Production quality assurance
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Class Is/Im/Ir devices

Annex |l and Il
Technical
Documentation

Annex XI* = Part A
Production Quality
Assurance

Annex 1X" GMS
Chapters |, Ill

Declaration of conformity
(Annex IV)

CE marking
(Annex V)
* Limited t staribty, metrology CE 2797

0 1e-use sspecta as applicable

** Class It (Class | ro-usable
surgical instruments)

4.3.5 Class 2a 9| 57]7] &4 H7F A=}
Class 2a 257171 AA7|3E &8 A3 15 AAE maEr o= 7|siEA] 37t

T Aol sk 71w A T shuE Y

Sk N EA WAL HE A FARGN AR D ) EEA S Ao @

HAe oA stel AFS Bol Wek A1&TA W7k F FAAIANAY WA

AR g A S A ek V] EE A 2 A A AlE A9 el A

tR

= Al Al

2

% g

ox el

of A o
Pk

ol

™
og(;:
o
k)

%0 EU MDR Annex 9, Conformity assessment based on a quality management system and

on assessment of technical documentation
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2 etA] Hple) oAt 7| EEA A F AAED BE EE AE HE5ol
Aol sk Class 2a =577 HA 2 dvity 714 <kdAd A
?_

X 11 (Periodic safety update reports, PSUR) 7} &

i,
o
S
rlr
>
me
o
oy
>
’,_a
o

“

|

market surveillance, PMS) &-&9] A2 Al - 7HA] Aol w2} =318 dlolE &

Aol o] o] U AIE WusH= AL vl g},

Class lla devices

Annex XI - Part A
Annex |X GMS Production Quality
Assurance

Annex X1 - Part B

Chapters |, Il Production Verification

Annex IX Chapter Il Annex Il and Annex Il
Technical Documentation Technical Documentation
Assessed per device catagory Assessed pit device Catagony

Declaration of conformity
(Annex IV)

CE marking
(Annex V)
CE 2797

4.3.6

L BEU MDR Annex 11, Conformity assessment based on product conformity verification
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Class 2b o 57]7]& A s &3 Ad4 5 dxE w2 T3 H 12
At o185 771, o)Al o777, 71E&7] A (Well established technologies, WET)

R77] AR5 VIR T Ml AR A3 w7 A 2 E

2~ =]
T’:H\j RN

1| sae

2
3| WolAg BFERIFY 124 8 /1571 &AHe vlel7 o8]
4| o149 71E71%AHE WP 9 =7]7] (Non-WET)

X 45. Class 2b 9577 A& H7F A= 5

Rt B PR = R = AR s I = v R B - = B = g
THERTA 120 slgatel FAH R AP Aoz Aol ookFE Fo BHE

g AR77= THH 5717
A 9 APl wt A AdEe] fFAHE A8V JwEth mpARow
NENEAHE AR TR 8717 gy O B sheld AP e whet Ao

Aekshar FAR R Hofglo] e 540 2 defA o ke AV )=

°2 EU MDR Annex 8, Rule 12

3 EU MDR Article 2 Definitions

> EU MDR Article 61, Paragraph 6 (b)
° MDCG 2020—6, 1. Definitions
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A E W o]F A7} B gt AEI}F o Fr} HEEIL o] FolAt, o]
AF A% 2] JArE 7R 314 (Clinical evaluation report, CER) £} o] ¢} ##
Al 3 oA} =& 733 (Postmarket clinical follow up, PMCF) Al #o] &1 5 o] o} 3it}

wak A9 74 BEO) A 77174 kA Aw dulolE nwsk ol 18 QT H)

5 EU MDR Annex 9 Conformity assessment based on a quality management system and

on assessment of technical documentation
STEU MDR Annex 10 Conformity assessment based on type —examination

58 EU MDR Annex 9, Section 5 / EU MDR Annex 10, Section 6
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Class llb Annex VIII Rule 12 devices

Class llb

Vi

Annex IX QM3 Annex X
Chapters |, lll Type Examination
Annex [X Chapter Il Annex XI - Part & .
Technical Documentation Production Quality Annex X1 - Part B

Praduction Verification
Aas0ES0d POr QONGNG BIVICE oup Assurance

Clinical Evaluation
‘Consultation Procedure
Ao I S0c 8 / Arnew X S0 &

Declaration of conformity
(Annex IV)

CE marking
(Annex V)

CE 2797

1% 26. Class 2b et 124 sl S =717] 297 B7F 4}

o148 7 E71 %A (WET) 871719 w01 48 SFEF7H 1270 @ 71 £7) %418
vlalg oA/ SRR 126 Agshs owslsle A4 Bk a7 fabete,
ik oNg J1E7EAE(WET) €mr1le Holdd SHERFH 12 W

71E71EA RS vl A 877 B A g7PE ARl A Al 4 7kl vl @ A AR

=

O
4
)
x

3

O
i)
o

0
Oi
ot
~
fz

aAe] sk AE7F Hde] FrF AR Ed A

Reth Al 5 A FE o AR FU1A A AR YHlE Ba B SEE
gl
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Class lIb implantable WET
Class lIb non-implantable non Rule 12 non WET

Class lIb

implantable WET

Class lIb

non-implantable
non Rule 12
non WET

Annex IX GMS Annex X
Chapters I, Il Type Examination
Annex IX Chapter Il Annex XI - Part A
Annex X1 - Part B
Technical Documentation Production Quaiity Production Verification

Assessed pet generic device group Assurance

Declaration of conformity
(Annex IV)

N

CE marking

(Annex V)
CE 2797

19 27. Class 2b o] A& 7|E7]=A A (WET) 25717] 9 Blo]| A d T3t

Y

129 9l 7|7 sAg el g 95771 A9 7k Aat
o4 71E7EA S malE 2877l (Non-WET) = |4 ¥ 71=71=AH-(WET)

77171 9 volAd SRR 129 9 V|EVEAE vslg w7k A8

B AAE ARSI T, 1S RA Bk ALY A FARGAAY W A ERA BE
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Class llb implantable devices
Excluding WET

Class lIb

implantable des

Annex IX GMS Annex X
Chapters I, Ill Type Examination
Ann_e:l:( chapterl_l Annex X| — Part A Annex XI - Part B
Technical Documentation Production Quality ) N
Production Verificaticn
for every device Assurance
Declaration of conformity
(Annex IV)
L]

CE marking

(Annex V)
CE 2797

713 28. Class 2b o4 g 7|7 A (WET) vl 15771

4.3.7 Class 3 9]57]7]

e

X
o
oX,
r o

Class 3 =717 A S &

s ke

=

olNg JuIIVIE AP BFrF A FEEn
= B T
L | ueladg gari7l (ks Az, s=fddie AHgshe 7171 £8)
2 | o18¥ Ar7I7I(gokE, A2, s=fAdEE AMgeke 717 29
& 46. Class 3 w7171 484 B7F A2 4+
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Class 3 Hlo]Ad o 87]7] (] ok, A %4, s&=fFdldEs AMgste 7171 £3)

Class 2b o] ¥ 7|E71sAHg vald 25717l (Non-WET) 2k A3 7F A7}

o
o
A s A FU14 A AR ]HolE B

Class Il non-implantable devices

Class Il
nol 3

Annex IX GMS Annex X
Chapters I, Il Type Examination
Annex IX Chapter Il Annex X1 - Part A
Technical Documentation Production Quality pr:;:'::a:'w:: a:m
for every device Assurance

Consultation
2001/83/EC, EC/726/2004, 2004/23/EC,
EU/722/2012

Declaration of conformity
(Annex IV)

CE marking

(Annex V)

1% 29. Class 3 Hlo| 4§ ¢]77]7] 4]

oftt
L)
ok,
off,
N

N
i)
)

5 EU Directive 2001/83/EC
60 EU Regulation (EC) No 726/2004
61 EU Directive 2004/23/EC

62 EU Commission Regulation No 722/2012
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Class 3 o4& o &7]7](glek, AA=4, & AES ALg3HE 7)7] 23 =

Class 3 H]o] A& S 57]7] (9)ok#, AAxA, =1

Aot Hrr Axrb FARETE thal, RE A HobEaE AlE 9AE b o

A1) AdArel o] & 1243 7F ot ol digk drt g o] S

o] ok A3t Class 2b SHE7 12 o sidsls 28779 U3 dxjfo|u}. Al
Fans

T AA #FEo] ARl T4 A AR Aol E B g wdskA A 1 3] 2 ¥

Class Ill implantable devices

Class Il

implantable devices

Annex IX GMS Annex X
Chapters |, Il Type Examination

Annex IX Chapter Il Annex XI - Part A
Technical Documentation Production Guality Annex XI - Part B

Production Verificati
for every device Assurance o o

Consultation
2001/83/EC, EC/726/2004, 2004/23/EC,
EU/722/2012

Clinical Evaluation Consuitation

Procedure
Annex IX Sec 5 / Annex X Sec 6

Declaration of conformity CE marking
(Annex IV) (Annex V)

CE 2797

1% 30. Class 3 0|28 o5 7]7] AgA] H 71 4=t

80



5 w9 g9 9wy AR aa

obA] A3

Acty , FH=

7 7o) S BHE Fo F

"MDR, = &3l 98717] 7M=& F ke 2= Fdslon, ol &

Wi = 7P S LAY AAIR S theel Tek ol Rokate] vlwa & ot
= L= 4
9 AW dg
(European commission,
21 3& 2] ek=t (Food and EC),
drug administration, A= A7
23 o okZ- ek A FDA), (Competent
A oJekEtAg 74, o5 717] 4 WAL authorities, CA),
A 7 & B B
A w2 o] ok EbA A, 71744 (Center for ¢1Z=7]¥ (Notified
St ol g 7] 7]k A Wl devices and body, NB),
radiological health, T4 A=5717 =47
CDRH) (Medical device
coordination group,
MDCGQG)
relg717] H, 'FD&C Acty 'EU MDR,
39
A 2 Z(F9) A 201 Z (Definitions) #| 2 Z (Definitions)
A dbfA) &} S8 1A 7}
ARSER A A,
AAA Qg el wet 1, AT FES i
TET i 2t H S of o et
2,3, 459 TE BAsE ¢ Qe o
Class 1, 2a, 2b, 3 7%
w2} Class 1, 2, 3 T+
719+, 714 HH 52 2 5717]
- B At7]17] (Diagnostic
FEER ga7EE, (Non—invasive
devices)
X A &, devices),
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AT E 9o 7A1717] (Monitoring

o
o
2

°1g8717]

devices) (Invasive devices),

BA7]7] (Prosthetic = 98717 (Active

devices) devices)
F<717] (Surgical
devices)

2 £5717] (Therapeutic
devices)
71E4717]

(Miscellaneous

devices)

Class 1 A7HA &A1 A

=

(Declaration of
Class 1 €94

i
i)
)

e

conformity, DoC),
Q13 7} 259 Jd=F Class 2 94 Class 1s, 1m, 1r, 2a,
3,4 5% 37} Class 3 A5 A %91 2b, 3 A3 QA
(Certificate of
conformity, CoC)
'FD&C Acty
relg 717 ¥, 'EU MDR,
FAAAE
o877 Alx ¥ A GA A (Quality
AN 2" B 7174 (Quality system
A 715 wek management system,
regulation, QSR) ©]
37t B QMS) ol w3 7+
upe} 33 7}
57171 9437}
ARG E

=

H A
De novo

(Clinical evaluation

report, CER)
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A 28
) 9714 o 87]7] A%
=717 A 98277 Ax (Breakthrough device
37} A= program)
A7, S A v, ] A 2ok W
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Medical Devices
MDCG 2021- 24

Medical Device Coordination Group Document

4 Explanations of individual rules

4.1 Graphical summary
4.1.1 Non-invasive devices
NON-INVASIVE DEVICES

Rule 3 modying the
bidogical or chemical
composition of human tissues
or cells, blood, other body
liguids or other liquids.
intended for implantation or
yministration into the bod)

Rule 2intended for
vannelling or storing blood
body liquids, cells or tissues,
licuids or gases for The
pupose of eventual Infusion,
administration or
troduction into the bod

Ruke 4 n cortact with inpred
merbeane
(Ao for nwasve dovices
contact with injured
muoous mambrane)

s

or or or
1 1 bt | oR or or
wbncs ot amciee | |
For usa with biood. Connectad toa
e oy e savadoican | | eosbage o e e romocterical | [rmdosto manage] [Fsnsdtor
s, ool | | class s or ngher Feliee L barr, compreason | | ‘menacone mera! | wounds which
orssortation croach dorms
human cefs, ssues or ol njuedskinor | [ooacn T
andas muecusmemtrans | [2econdiey lent

omgans taken from the
y n
itro wth human
embryos before thek
fionor

implartat
administratin into he
bogy

ATTENTION: to special rules (14 to 22)

Medical Devices
MDCG 2021- 24

Medical Device Coordination Group Document

4.1.2 Invasive devices

Invasive devices

Rule 4 in cortact w
Injured skin or mucaus
membrane

Rule 20 invasive in

respect to body orfices
(not surgial) to (Aiso for invasive
‘administer medicinal
Rule 5 ATTENTION
bbb o products by inhalation

Invasive in body orifice or
stoma ( not surgically) rule 4, 20 and 21

oR oR OR
Transientuse Shortterm use Long tem e
oR

I ony in oral cavity, in ear

If only oral cavity,
canal or in nasal cavity

in ear canal or in
nasal cavity
absorbed by the mucous
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Medical Devices

MDCG 2021- 24

Medical Device Coordination Group Document

Invasive devices
Rulo 4 forinvasive
Rulo 6 ‘Gevices that come into
wransient use mucous membrane.
unless
I ' 1 ! 1
T 1 " ‘i T i
——— ntonodto suppty| | Biologeal afect- spec
i PowdRy e e onkeng o bl with
manner y system or )
'! '! '! central nervous system through direct contact

19
Medical Devices
Medical Device Coordination Group Document MDCG 2021- 24
Invasive devices
r T 7 1
OR OR OR OR
? \ ¥ 1
Intended to undergo. skt Intended o supsly| tor indirect
1 foniz ntact with th tral
gomian et | edemtior | | <D bt || o
tooth) Girculatory system — by or the certral crculatory
drect contact system.

body- (NOT in teeth)
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Medical Device Coordination Group Document

MDCG 2021- 24

Invasive devices

Rule 8
Surgically invasive Long
term use and implantable
devices

unless

[ I I | I I |
or 0|R ‘ oln or or T [ oR
Intended o be used in Intendedto ‘Spinal disc
Intendedto be [ |diract conatct with heart| ::‘;‘r’fan‘l”;‘:" e o e administer Acive impreniant® | | sreast mpiants, | | total o partal jint replacement or
pacedintedh | | or central cruatoing | | o708 SIS NoT in weth) medicinal cttes surgical meshes, replacement, implants in contact
nervous system absorb body products with spiral cohmn
oR

‘except components
suchas screws,
wedges, plates and

21

Medical Devices

Medical Device Coordination Group Document

MDCG 2021- 24

4.1.3 Active devices

ACTIVE DEVICES
" Active devices for
diagnosis
and monitoring or suppling
Rule 9 Rule 22 Adtive therapeutic' energy to be absorbed by the
body or to image invivo

ated diagnostic funci
ntended o administor or ncamporsied dlagnod jon distribution of
the patent managemsnt by the
evice, such as dosed loop
i bt of vital physiological
E processes”
Unlos
& SR R or
. radiaton for diagnosic or sty ks
excop for dvics n ket mandor vta prysiologcal | | dsgnosis n cinical

e o intended to lluminate
in could esultin immodate patientis n
danger to the patent immedate danger

control or monitar such devices.

A

u T
o oR
1 or
oR |
Intendedto control or monitor
of influence diectly the '”‘NM'Z":!:‘wum e Intended for
pertormance of acass Ib | [~ admmistor purposes, and devices controling, montori
; rusorar | |PiRcees 0 dereaih | | conrolng, monteng
devices, act
na polentialy b
Moty | || =fence thar perfomance imptantable devices

ANVANRAY )
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Medical Devices
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MDCG 2021- 24

ACTIVE DEVICES
Rule 11 Software.
adminster and/or remove
medicines & other
unless
1
; ]

intended to provide
information used to
take decisions with monitor physiological

diagnosis or processes unless

therapeutic

i ingae) Ifthisisa
. potentialy
lla hazardous way
or
for monitoring of wtal
Dedsion impad! can e s where the nature of parameter,
deterioration in cause death or vies o et
heath or surgical imeversible anger
intervention Geteriaton of health
" 23
Medical Devices
Medical Device Coordination Group Document MDCG 2021- 24
4.1.4 Special rules
SPECIAL RULES
Rule 16
devices intended
Rule 15 specifically to be used ©
devices used for for disinfecting or st
preventon of sexually sterilising medical diagnosic mages.
transmitted diseases. devices skin only)
o8 oR
‘specificall ntended |
fordisnecting,
cleaning, rinsing or Disinfecting solutions or
ks b0 Usad fordisinfacting
s the end
point of processing
™
24
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SPECIAL RULES

Rule 19 devices

incoerating or

consisting
Nanormaterials

oR
i

surgical) to administer

‘medicinal products
inbalation

Rulo 21 devices composed of

dispersed inthe human be

=
L
polential 2
potential
& e
i
A *

high or medium OR
potental for L
intornal exposie mode of action has an
efficacy and safety of the
adminstered medicinal
product

Rule 22 Active therapeutic devices

determines the patient management

by the devics, suchas dos:
systems or automated
defbrilators.

3
.
intended to
—
Koy
‘condifons,
] T
Sm— - .
orinthe rasal ororal | | #they. or their products | | # they achieve their intended
‘cavity as for aa the of metabalism, are puose In the stomach or
IMD':M"K i ’1 e n and they, Ll of
‘order to achieve the ‘metabolism, are systemically
absorbed by
lla
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Abstract

A Study on Improvement Measures

for the Domestic Medical Device Approval System

— Focused on Comparative Analysis of Approval Systems

in Korea, the United States, and Europe —

The global medical device industry continues to grow, and Korea's domestic
medical device sector is also expanding rapidly due to increasing demand for
healthcare services and medical devices driven by an aging population. This
growth has been primarily driven by the development of domestic medical device
manufacturers. From the perspective of the approval system, a significant
proportion of products manufactured by domestic medical device companies fall
under approval or certification categories that require regulatory review. This
indicates that domestic manufacturers are primarily focused on producing high—
value—added products, contributing to a consistent Increase in export
performance.

However, the high—value—added products being developed increasingly fall into
the high—risk medical device category, requiring manufacturers to comply with
rigorous approval procedures set by regulatory authorities. Therefore, research
on improving the domestic medical device approval system is essential to support
the sustainable growth of domestic medical device companies and enhance the
competitiveness of Korea’ s medical device industry. This study examines

improvement measures for Korea’ s medical device approval system by focusing
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on a comparative analysis of Korea, the United States, and Europe, the latter two
representing the world’” s largest medical device markets.

Korea, the United States, and Europe regulate medical devices under their
respective legal frameworks: Korea's Medical Devices Act, the U.S. Food, Drug,
and Cosmetic Act (FD&C Act), and the European Union's Medical Device
Regulation (MDR). While specific regulations vary across countries, all three
broadly define medical devices as products used for diagnosing, treating, or
preventing diseases. They also classify medical devices based on the potential
risks to human health during use. The approval process in each region evaluates
the safety and efficacy of medical devices through technical documentation,
performance testing, preclinical studies, and clinical trials. This process also
includes inspections of manufacturing facilities and post—market surveillance.
Additionally, Korea and the United States have introduced innovative medical
device programs to support the rapid market entry of devices incorporating new
technologies.

Through a comparative analysis, it was confirmed that Korea’ s medical device
approval system has made significant progress in harmonizing with international
regulations. For instance, Korea's participation in the International Medical Device
Regulators Forum (IMDRF) and the adoption of the Summary Technical
Documentation (STED) demonstrate its active efforts toward international
regulatory alignment. Furthermore, Korea’ s innovative medical device program
accelerates the development and market entry of next—generation medical
devices, driving growth in the domestic medical device industry.

Despite these advancements, several areas still require improvement. These
include addressing the declining expertise in regulatory review, enhancing the

substantial equivalence evaluation system, aligning Korea’ s quality management
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systems with international standards, and refining the innovative medical device
program.

To address these issues, measures such as establishing a specialized
department for clinical trials of medical devices, developing exemption procedures
for clinical trials of non—equivalent products, joining the Medical Device Single
Audit Program (MDSAP) and transitioning Korea’ s Good Manufacturing
Practices (KGMP) to align with MDSAP standards, and expanding the scope of
the certification system for innovative medical device manufacturers have been
proposed. These measures also include exempting certified companies from
quality system audits and introducing consultation procedures between companies
and the Ministry of Food and Drug Safety (MFDS).

These improvement measures are expected to further develop Korea's medical
device approval system and significantly enhance the competitiveness of the

domestic medical device industry.
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