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2.2. v]= A3} A}

2.2.1. TAS= 4 ¥

okE =77, A&,
SR AT v AE
2 3. a8 4 =
:rL

n] = 213 ] 9F=r (Food and Drug Administration, FDA)> 7] =1 X.71 #-X] - (HHS, United
States Department of Health and Human Services) AFs} 7] O %2 &

S Sl tish B AlE she AW Z]doln A E 9
B3zl Sla AlEe] bR fes BHAse A
AE kT ERE BT 9] AlE e} 13 7] A

iﬂ
ofN

Rl

CECEIE

Department of Health and Human Services June 2024
Food and Drug Administration
Office of the Commissioner
office of Office of
the Chief Counsel Commissioner of Food & Drugs the Counselor to the
Robert M. Califf, MD Commissioner
Chief Counsel [~~~ 1 Counselorto
Mark Raza, JD Principal Deputy Commissioner the Commissioner
(DCAA) Namandje Bumpus, PhD Vaeant  peac)
Chief of Staff —
ortice of Elizabeth Jungman JD, MPH oftice of
the Executive Secretariat Digital Transformation
Chief Medical Officer
Director Hilary Marston, MD, MPH Chief Information Officer
Martina Vamado, MPA Vidyut Desal
(DcAB) Deputy Commissioner for Human Foods (©cAD)
James Jones (o)
Center for Center for Conter for Center for Center for Center for Office of
Biologics Evaluation Devices & Radiological Drug Evaluation Food Safety Tobacco Products Veterinary Medicine Center of Excellence Regulatory Afairs
& Research Health &Research & Applied Nutrition
Director irect Director Director Associate Commissioner
Peter Marks, MD, PnD Jeffrey Shuren, JD, MD Patrizia Cavazzoni, MD Donald Prater, DVM (Acting) Brian King, PhD, MPH Tracey Forfa, JD Richard Pazaur, MD Michas! Rogers
(oce) ©co) ©co) (©cE) ©ch ©cc) och)| ©cy
Office of Office of Office of Office of Office of Gffice of Gffice of
Clinical Policy External Affairs Food Policy Minority Health Operations Policy, Legislation, the Chief Scientist Women’s Health
& Programs &Response & Health Equity & International Affairs
Chef Scientist
Associate Commissioner Director Associate Commissioner Depuy Commissioner Deputy Commissioner David Sirauss, MD, PAD (Acting) Associate Commissioner
Thinh Nguyen Leah Hunter Suzanne Roosen (Acting) Chistine S. Lee & Chief Operating Offcer Kimberiee Trzeciak National Center for Kaveeta Vasisht, MD,
PharmD, PhD (Acting) James Sigg Toxicological Research
Director, Tucker Paterson, PhD
(0cy) (©cK) (oc) Julel)) (©CN) (0c0) (©cP) (0ca)

=2 : FDA Overview Chart, including the Office of the Commissioner and FDA HQ offices

B\ =

19 4. U] FDA 2% ook

£1938d w9

AW F o HE Y E
A A5 B0 AMEgom, AE, oK 0 I4ES] AL, Bl L Frel 0D
e WA A a3
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2.2.2. 91g87]7] B¢

rednh2l & ook 31431 (FD & C Act)' 201 (h) & & 9871719 A= b3

(D Ak, A7, &3} = oA 755 71 AFo =, Aze] AHe A X5 ¢35}
E st A, Iz B E 2d e AS BA 0% k= A, 71T, AR, Z
T gE AL

(2) $19] HA 0= AL g3l - BE 2HF

(3) At A 07 AL ¥ = AT E o],

(4) SJeFEo AFS-H = H&F, AR B 7T

(5) $19] HAOE ALEH = ] s FEFo A= AR, ] F3F, 2ZE o]

ol st A oof wht 57 7]= JekFolvt A AA FA| 9 2 e o5 A FEIE

TR

2.2.3. 98717 5% A7t 25

FDA = 2271715 SlaiAd o el whek 3 708l &5 (Class T, IT, T &2 35} v
SH ol WE FDA 9| 27]7] <87k Bz i 6 o AelEo] Slrh
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6.5 9277 BEol 4 A7t A

AR
=8
AT Al A HAAE =F 23 Alg = #e
GMP A (&
71E31 B H}
O F& Class 1 A&, ’ _]‘]JJFE
] Ay oA
- Aol A% 2 A4 e e
Class 1 Ak 5 de GMP %=
o o
= a1
dR F=5510(%) GMP &
51000 50 " ot RFg Ry
- GMP = 228 53
= =] 3z =1
510(k) 43 Class 2 A& = A Al
o) i} 7} - ul
Class 2 itﬂﬁﬂ’ A5 Class 2 A3, 32 NN
== \_ﬂ [ qJ =z >~ «X,—Zj _Ty‘:]_‘:q (FD
510(k) AxdA= A4 A GMP = =
WA AE AL EE ae A7 5
0 A7
== A 57)7|%k
gtz GMP &= SIR=s
Class 3 EPMA PMA ) 55 Class 3 = 3l )
2] 1 987)7] A8)17F A AED 7187 AE] hE BAFH 54 FHo] E39 &
2 Had el v X = G el et A
(D1 5v (durdg]) 0 ARl A HAaste] f8] 208 7HA 2 e 772
HAS A T
(2) 25w (dntdy] 9 SddE]): kA7 Fadd g2lo] dubyfAvte 2= EF7 ¢
Zdg-oln, At Al 2F A S A AV S FElof st
(3) 35w (ARt et Al A Q) Sl =7t 7 =2 o5 7| 7] 2 AL A o 23
AFetAY o2 s AbEEH ) gxpe] AYS ARARoR YT F Qe
FEEolth
(4) At BE T3 ddsts I5717] 5 AA A&E = A Ao
= s

3) Labeling, 4)

stablishment Registration, 5) Quality System Regulation.
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(5) 51 A (Special Control) & 2 55 &5 7]7]°l alldstn] Antdeg] AHe-S 535 &
s 22 AFE F7HE AFEel ok 1) 5 BA] A 27, 2) AREAE

EUE " A, 3) A AHE AT A 4) Al - 3HA]

6) PMACIZ A 517D 355 olasl7lel] algelel AukitAl Ade FHE F 1)
AAAEAR 2) MG ABARE AESor st 3) ¢GMP(Current Good
Manufacturing Practices) HNAFS ¥t}

(7) A&7} WA 1 55 92717 Z A&7 wAY A Alw A A3y g #d Faps
AAES 4 ok ohet, A A Al@ﬂr oyl EE =25 Qaf o} s},

(8) A & 217 7]7] WA (IDE) : IDE = Investigational Device Exemption” 2] ¢Fo] 2,
S 7E A 2 Y BIVE OV‘“‘V_’&: of ARgE & A=A AAbste] FRlE F=

Al Lot

2.2.4. 1% A A1 510k)

Az 717l AZAA7F 1, 2, 35F 57171 T PMA 7} 75 A &1 510(k) HA| 7}
obd 757715 Al#37] YalA = FDA ol 510 (k) & #A|&E38te] 4la W =3 o st}
ol& Al d Alal (PMN) HE+= 510(k) 2k 3t} 510(k) 9] 9 5248 g 9571717k

olm] AjE 1 QlE 7] 87} JBI7E EAA o7 H53S 9]5d= Zlol FDA 7}
A gu77|E BAAo R sty i, AFXV|Ge dd 717E e 5
011;],

1\]»

T A A Al o J-o] Bk 21 CRF Parts 800 ~ 1299 2] H A 74k x84
5

AW 557 51000 £ PMA QS o -2 Sl ek 5 g}
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2.2.5.eSTARZZ %

FDA = BRE 2877 AAANE Az daoz AsteuAl 2023 d 10 € 1 AHE
Ol57]7] - WA RZAAE (CDRH) % =2k H 77418 (CBER) °ll XJTO}_
510(k) XA E A2 A& §E& % (electronic Submission Template And Resource, eSTAR) &
&3l WA Qi 1

eSTAR &= %F381¥ s} P2 PDF 2o AEe] o AF drs AFst
AEoE UES ARG b AEFAs AEEol eddA g & 9l
FDA £ st agAoz Al A A I
T E el lom 24 AL AR e %

3% 7. Structure of the current eSTAR 510(k) Electronic Submission Template

T LRI AR A
A k2 FDA 3514, AH A 9 y&&
L xgkete]l 510k AEFY 7] Ay H
Z)Z -8 (Submission T
Lo R RSO o rpac) #1884 b F8 AR
PSR=:]
- =
AW E/FH A 3 o
M AWEE s} e AZEL Fra= nE
2 (Cover Letter/Letters of
_,_/q XJH
Reference)
N A Fet= A5, AA 2 FDA 3514, A4 B
ZX x—] .
3 ATA R (Submitier e o e a4 0 B9
Information) )
sk A x.
AT A=At EAA 0% BEaA 2t
T_xﬂ Al l:t 3 _
A% A A4l 8 oA A 7B g .(I\.ISE) AFA| H3l¥ 510(), Q
A5 A8 Submission, 47F3=AF 717] AA (IDE) 4174,
4 ¢ A A 29 (PMA) AA, AEF A 717

(Pre-Submission Correspondence WAl (D) AA AZu go] Al Aol

xstE Fdsk g57)7ld gigt old A=
AH.

& Previous Regulator Interaction)
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gt A9, AHEE APEA T 259
5 L9l 7] (Consensus Standards) 2. oJ7]oll+== FDA %< W A% X g2
go 5ol BT TFY.
FDA o 5A8 -5, A4 H& 8. FD&C
2 21 CFR A4 513() (1) (B) ¥} 21 CFR
807.100(b) (2) (i) (A)ell  HeJd A&,
6 717] 229 (Device Description) 22;} jjj j;lf}j];] }7]77;7‘01?3: 23
=1 O ~ = =2 -
X, "The 510(k) Program: Evaluating
Substantial Equivalence in premarket
Notifications [510(k)]"S 7.
Ak AFE EA] (%4 FDA
7 3881) (Proposed Indications for 7] 7] AFg-of tfal] A|te AFE FEA] 2],
Use (Form FDA 3881))
= . aigat= A1, sl 71710 7 A R
8 o= 5F (Classification) 2 W A
GAEI AR e g A ZFel= FARE el 7171 Bl 22l 9f
, P Awss fAE el Aol g4
9 (Predlc];lctle;si :;cinscl;l;stantlal aaAe] Gae mHA orxe] o
=27} 2y o] of 3t
54 510k) #A=elvt AL4. 717] §73 9
AA/EE FA, A% A 2 AE 8 7] WA 9 8 B4 AnE
23} %] (Design/Special Brretedl AMEEHE AF B4 AEd
10 Controls, Risks to Health, and 9188 94357] 9lg 18 Aol 4 (o]
Mitigation Measures) 2hale) ) 7). "The Special 510(k) Program
.
21 CFR 807.87(e)9 &7 A&
F5ob7]ol AAAEAl AltE epE A=
A o ® 717k7F A9l Ak 717191 g,
11 285 (Labeling) ghll#e 21 CFR 908.10 9 o7Alg =
FHalol @ wa P oleh gololt
AREA o % 7]7] IR o A e = ARSI o
opalo] ¥ g,
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12

Al A2 (Reprocessing)

Aok A5, AAE 2 9 el ke
$1sk AKX, "Reprocessing Medical Devices in

Health Care Settings: Validation Methods and
Labeling" 3%,

13

H7d (Sterility)

et A, B 2 AT Wl gt
X, "Submission and Review of Sterility
Information in Premarket Notification (510(k))
Submissions for Devices Labeled as Sterile" 3=

14

% 713 (Shelf Life)

s A5, Ajke A 7IxF A St
7171 Aol fAEuE s 95 (e
1A 52, 518 FAY, pH, A )

15

A 23 (Biocompatibility)

st A9, A 4S5 =4 A A
37}l ot A K., "Use of International Standard
ISO 10993-1, 'Biological evaluation of medical
devices - Partl: Evaluation and testing within a risk

management process” 3.

16

A E o]/ 9]

(Software/Firmware)

stz Ae, T AZEY Y A A=
"Guidance for the Content of Premarket
Submissions for Software Contained in Medical
Devices" 3.

17

AbolH HeE/ 43S -84
(Cybersecurity/Interoperability)

gl Fat= A9 Abolw] Kl B 7tel et Fl
B A%, "Content for Premarket Submissions
for Management of Cybersecurity in Medical
Devices”!  “Design  Considerations  and
Premarket Submission Recommendations for
Interoperable Medical Devices" 3%=.

18

Az7] 844 (EMCO), A71,
717, T4 8 o ek
(Electromagnetic Compatibility
(EMCQ), Electrical, Mechanical,
Wireless and Thermal Safety)

Aol gk EMC, 7], 717, F-41 9 4 ]k
HAEE AEstAY HlIAET kA o
o|+5 L9k '"Electromagnetic Compatibility
(EMC) of Medical Devices” % “Radio Frequency

Wireless Technology in Medical Devices” 33,

19

’d A3 (Performance Testing)

H A2 Ak 71719 A9 AAzA 254
2745 98 510 elA AE, FE ===

Ol &3t AT W A Al BaAle| gt
ARE  A|F. "Recommended Content and
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n

Bench Performance

of NonClinical
Testing Information in Premarket Submissions

Az A Ak 71719

Format

=y oA - 2% H H oy me o oy
u P Zuoh e B R KR
g <r ool ool ~
T © o7 o8 mog%ﬂﬂwﬁliaa J
n TS X AT
g KO O W W,.O:Ln‘_ﬂ&oufﬂ o Ny
P L R B ER g o Mg
E e S I 220 b plxT F
-~ 0 _ZTOL%&” Wmogwniio,._l;o oy ELC
G I E IR R I
O B R B WE_zaBg T Fo
R i B il AT xR m T
= : Kk
L R N Ma%ﬂmﬁ%ﬁ M)
~ g ® g T X T T S M- & Iy
or “ oo 0 T om 0 i = R Bl )
i o = 6 et = B N AT N o
N ﬁoﬂﬁﬂ%_ﬂ o i umbtwam}zﬁi NS
r =N A N 3 OH D W
= (LEerg E | ~Efa g F°
- 1o N —_— i
R I Y] R S LR J¢ e x o
R|® T M oo N = go x| or g )M B
i - i T o %;ﬁWaJAE =~
S N Woom N o 2y L -
C S ® Mrwap T ==y XTF
S o _ | = 3 H o B =~ o ~
5 oﬁae .mﬁ V_ZL F]7L L
£ = £ & | o — ot W = ~ o
= g S 8 | % K i@rﬂﬂ%Aumﬁ oy N
O ~ £ Nz g
S w5 |E2E|T 9 FTEESERIT g
s X8 | S22 e B TP L=
& UT_D EUA T o A]]L o#eﬂ# let @w&éa
g w2 |® BT | L O
< & £ ~ £ 8 o @ opop ® o X X o
N S | 5% P P T A
2 %o g ) o M X
o = W.mm M %mWﬁﬂﬁ%muMnﬂﬂcv%
£ |+ E Rt ® Az e ) e gy
/A.n\ i " T n N FA tlo ol NE TR
S B o TR M gy
N N ErE T oo
o — ~ o = T T
N ™ N = B W i =
G Mot B RT T o
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(h A1EA AR ARG NEH SHel BARA PeetE, iy U
SR ANZE BAZ oplaA gon 7] s17he 987179 ol
FAY W KRS AT S

2.2.7. 24 T4 A LEFE) A

eSTAR °|A+= 510(k) #4874 T34 ¥l A & FHoz ES AT A
SFaL 9l o MW 3= FDA HARAZEH A vl

&0 171 Sl ARG-E HhL g Hli/fr%‘/‘}ﬂ A9 54 & a1e ko
_{[:

(1) AFE 52 9 A8

(2) 28 €44

(3) I et

(4) @lF-3+4 Ag 59

(5) AFE A

(6) AbE B/ s dEE = oy A
(7) "Ad

(8) 14 F= A%

(9 A=

(10) 234 484

(11) 71e} = 9ke] 584

(12) E+t

(13) 7] <-4
(14) N1AA o+
(15) s}e+4 kA
(16) AR 2k
(17) 4 x4

oX oX oX

#HAaow wlusfol sk FES ARE
A7)/~ /A AR, 712 54 5
ZIAA A=, et 3R, AR, SR

E8>510k 244 54 vl Al & ¥
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% 8. 244 w54 v £ A4 A
Predicate
Characteristics New Device ] Comparison
Devices

. NeuroSense Brain .

Device Name . EEG Nonitor Pro
Monitor

The NeuroSense The EEG Monitor

Indication for Use

Brain Monitor is
intended for
continuous
monitoring of brain
activity in patients

Pro is intended for
continuous
monitoring of
brain activity in
patients with

NeuroSense Brain
Monitor is
specifically tailored
for epilepsy patients,
unlike Predicate

with epilepsy to aid various .
. . . Device.
in seizure detection neurological
and management. conditions.
Material Plastic Plastic Identical
Size 15cm x 10cm x S5cm 18em x 12em x
6cm
Both devices have
Power Source Rechargeable Battery AC Power different power
sources.
NeuroSense Brain
Monitor provides
Accuracy +/-1% +/-2% finer resolution
compared to
Predicate Device
Performance
NeuroSense Brain
Monitor provides
Resolution 0.1 microvolts 0.2 microvolts finer resolution

compared to
Predicate Device

27



NeuroSense Brain

Overheat Monitor offers
. Yes No .
Protection overheat protection,
enhancing safety.
Safety Auto shutoff Yes Yes Identical
Features
NeuroSense Brain
Monitor is more
Waterproof IPX4 Not Specified water-resistant
compared to
Predicate Device
FDA ' Predicat'e Device has
Pending 510(k) Cleared received FDA
Clearance
clearance
Regulatory CE Mark Yes Yes identical
Compliance
NeuroSense Brain
1SO Monitor is
. . 1SO 13485 1SO 9001 manufactured under
Certification

ISO 13485, ensuring
quality management.
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2.2.8. £AA 54 we 23}

1% 5= FDA 44 554 oi 3o slol =gkl S ®ojs ok

Appendix A. 51{k) Decision-Making Flowchart

Determine what questions of
Tdentify the new deviceand the Slfﬂy and cﬁ’nﬂlvmmﬂm
predicate device. ﬂlﬁ'ﬂﬂtmdndngnﬂ
characteristics raise_
Decision 4 ﬂbkﬁbﬁ i
Decision 1 Do ﬁ)ed]ﬂ'ﬂmt ™ (Tﬂ-!ﬂlf_iﬁﬁ:df
Is the echnological characteristics Charartaristics
Fle NO YE £ the devi ise di fferent i IV, (Roquasis for
predicate device legally - AR ED Rt T Por
marketed? questions and ¥
of safety and 2 CFR
| 367 I00EHHEHT).
YES
NO
¥
Review all labeling and assmre Review the Illmnsed scientific
that itis consistent with [FU methods for cvdwating new!
statements different charactenistics” effeds
on safety and effectiveness_
l 4
Decision 2 R o Soction IV
ecision » - o
i Decision Sa Raquasts
Lo thederiees NO Are the methods | Prgbrmance Daig)
have the same o wnd
intended use? acceptable? 21 CFR
307 T06HAEE)
YES YES
e v
source and other featnres of the Evduate pexform ance data.
devi
DEdSiDn-S Decision 5b Rafer 1o Saction IV.
Do the devices B F o
have the same ~O Do the data N (Requests
technological demxmstr.ale subs:anua] Mjﬂ CFR
S 507 100BCHDE)
YES YES

SE = “Suhstantially Equivalent™
NSE = “Nat Substantially Equivalent™
IFU= “Indications Far Use™

% 7] FDA Guidance Document “The 510(k) Program: Evaluating Substantial Equivalence in Premarket
Notifications [510(k)]”

1% 5. FDA 44 554 ofF A 7ol =l
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5EE2 B3| FDA 7} A%H 0% Arsts g ee oo .

rO

(D Bl i 871717 A 02 Aol A E T2 &
(2) A3 571718 vl A} 571719 AR B4 3 74 540 w9E A1,
H;ﬂ;ﬂ EC ﬂ]%oi °]7§

(3 AR ARV vl g RS9 A A} 1% Sl vE 3e,
ohele] AL B FHaof HAH O BEH AFOE A%
O A E/E 71%H S vd AR f5Y B gl v vy
NS BT o] FohEA G
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2.3. 73 &3 A}
2.3.1. %8 95717 A +%F

5 °57]7] A= MDR (Medical Device Regulation, MDR) 2! IVDR(In Vitro
Diagnostic Regulation) & 7|5t 2 it} 79 6 2= 79 2571719 714 T
i JAL3) = 7 571 Eﬂ G deet, f 4 =2 CERIT= &5 Aol
A Yeld f82 F AEF HES dE&sta 3

ATk ol

X5 HojFEr
= CE w=}=17}
191 (EEA) ol A A% <] X}%E% olF& HAst| 4 ugi CERITZ Al&Fe] sld 745

3 A
T4t ok etAl AR 5= QT £, Y A B Yoy
S7hE W AR ST A
ol g

dA et FAAA L] Aol Wl CE Q1T A

e ddAEs

(European Commission) >

oz B H74{Ck
78 S EESE || xax o
(National regulatory |

> CE

i o|=
agency) (Notified Body) 215
EH F) AR 9757V] 2
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2321:1 =5

4 AT S 7Nt R 3k onrV|7] BF AAE AFESHY. MDR Annex
VII o= 22 789 27 &< S

i AA s glom SAE 57719 9% Sl uet

A3 7 el 9l @7 FEo) %—7%‘5& E o g7)71E= 4 9 W3 (] 9 87]7], v
577, 5F d5717], 5E 4 ﬂﬂl ) AREA o 7= 4 79 S5, Ila, b,
D) &2 F-i3tch, thyh, AX ES) 719] dFolE 57 AFolE Faglo] ¥
T %HOME 3} IEC 62304 % 3709 55 (A,B,C) 07 7} 20

X 8 2 4 9=71719 AAE BoFE) o7]4 Class | &2 B/
fﬂiﬂﬂ% gztote] HFol AU HAFAA 7lFol ol FAA Aol H 1|
AFolth o] # 3t 577 = ARA A A (DOC) S Fall A A o7 A58 i
Class 1957|171 AH& HA3 Hile] wet Bt (Class ), zHA}%(aass Ir),
AZ(Class Im) 5072 MAISIT} Class a, bl sl Ju7]7]+= 7 &
AFE 7, gapsle] A F 7)3bel whet Fol A F . Class I 9] 57]7]% Q1A 9}
AR Aoz AEFSAY oA Ho] 71 E2 9PAAS A, oy 8577 = AAA
AF71FH(NB) & &3l AFA HAALE AA AT

ANZF71%
=3 AE FE qY% 22
(NB) A}
_ — X
g PO A SOl A5A 91 7)) glof (a5 we
YA 9Fo] A9 A= o577 Ba) (Low risk)
apole] e 7171 A 7H~30 Q) Bk
Classlla AR 27 AR g3 S 7FA 0]
ol=
92717 zzc
Claslla AF 2.t} o] B2-5hv] 8542} (Medium risk)
Classllb  A7]7HE0 Y o)) =02 AUFo R )
g3lo] o oz 7]
gy 1O A A2 5 o] 2 5] o =g
ass g =L AL 4 o w7 (High risk)

E4 727 ARE AR/ B D RRAA 24 AT
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julius1231@gmail.com
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2.3.3. A=AA}

<

MDR A= 2 7] 9] @A 2 Rt 1 @A A& MDR 7| s 54 HES 94 H 71
AEE Y3t 2 DA = A/ F7F L A HAAF AFE A sko] HALE R8st
HFHOZ QS Wy o]l vjd 1 3] MEFH AAN} v 1A 4 A} (Unannounced Audit)
5 AFE AANE REHA "ok O™ 7 S 59 9571719 A HF ZRAAE

HojFETh

S}7] 2/t Class lib
sE7171

MDR Audit 0 — _| MDRAudt | _ _ _ _
Stage1 - Stage2 |
! 1
! 1
! 1
1
MDR Technical Clinical Evaluation Document Review 1 .
24 = 0 o T AF=A
< ™ | Document review Review S Jinitial visie | % | nitl St i ETIEDEE | M
! 1
T=p=——— 1 | - o as MEEY A
- Expert panel review: 1 | + Unannounced Audit
- Class Il 0|48 1 MDR &3 & Al(Initial Audit) 1 Z|4-3H0] 181 (Class
- 9|opE S ol/H|IAH o 2y M tb)
! 1 suof 1¢4 (1 2))
! 1

% MDR QMS ST AHE 150 1348521 ALQF 2 = IS8

=2 1 77 (CE) 957]7] MDR Al %= o] &l 4l th-g 3=k KA

O™ 7.7 (CE) AR7719 A9 B ZRAA

2.3.4. 5 9 5717] A9

FHelME vsele] ‘EAA A o Ee EASHA 4o CE vhaE

=2 1
F5357]) Aside 94 H7F B34 (Clinical Evaluation Report) 5 2HddljoF ),
Baxeol= Al QA Q871715 A 871718 vlask, Al s s 3
AMZE JAS w4}, of7|A, “F5 2l 857]7] (Equivalent Device) &, Al F<1 frAf
7719k 714, A=y, dd4 5A40] w53 A4 B7F Y «lEﬂ 715 ov] &
lEeAel dSEtE F5AFY A A ALt QA FU i AlEe kaA
4 Fa8S AR IS 5 AT
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2.3.6. TFHILE

5 nl33xE TMDCG 2020-5 Clinical Evaluationy < 3%3to] #A st 29 =
T Bl dAE BojEt) slld e W dAlol ZF 2 AE ] 54 whet
F7F = otk AxAE F 717] 3¢ X}O% 2@ s ok &4, FAMI R THE 2ol H
ZHS Folof it} ek of ] s o] e zpo] 2 Qe FA| A Q1 Fr} g 7ol T’/HEH = 5ok
ate, F 7 o) 771E Wt e 25 AEE Ao st 554 S wAE
A7 B7F B gk ofof st

3% 10. 79 (CE) 9=717] HSH 3L oA

Equivalence table
for the comparison of a device with a presumed equivalent marketed device for the
purpose of demonstrating equivalence

1. Technical Device 1 (under Device 2 (marketed . .
L. . . . Identified differences
Characteristics clinical evaluation) device) .
L. L. or conclusion that
(add a separate row Description of Description of
- .. there are no
for each of the characteristics and characteristics and . .
. differences in the
assessed reference to specifying reference to L.
.. in s characteristic
characteristics) documents specifying documents
Device is of similar 1.1
design
Used under similar 1.2
conditions of use
Similar 1.3

specifications and
properties
including
physiochemical
properties such as
intensity of energy,
tensile strength,
viscosity, surface
characteristics,
wavelength and
software
algorithms
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Uses similar 1.4
deployment

methods where

relevant

Has similar 1.5

principles of
operation and
critical
performance
requirements

Scientific justification why there would be no clinically significant
difference in the safety and clinical performance of the device, OR

a description of the impact on safety and or clinical performance

(use one row for each of the identified differences in characteristics,

and add references to documentation as applicable)

Clinically significant
difference Yes / No

1.1

1.2

1.3

1.4

1.5

2. Biological .
g. . Device 1
characteristics ..
Description of
(add a separate row .
characteristics and

for each of the n
reference to specifying
assessed
.. documents
characteristics)

Device 2 (marketed
device)
Description of
characteristics and
reference to
specifying documents

Identified differences
or conclusion that
there are no
differences in the
characteristic

Uses the same
materials or
substances in
contact with the
same human tissues
or body fluids

(The characteristic
must be the same for
the demonstration of
equivalence) 2.1

Similar kind and
duration of contact
with the same
human tissues or
body fluids

2.2
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Similar release
characteristics of
substances
including
degradation
products and
leachables

23

Scientific justification why there would be no clinically significant

difference in the safety and clinical performance of the device, OR

a description of the impact on safety and or clinical performance

(use one row for each of the identified differences in characteristics,

and add references to documentation as applicable)

Clinically significant
difference Yes / No

2.1

2.2

23

3. Clinical

. Device 1
characteristics L.
Description of
(add a separate row

characteristics and

for each of the e
reference to specifying
assessed
. documents
characteristics)

Device 2 (marketed
device) Description of
characteristics and
reference to
specifying documents

Identified differences
or conclusion that
there are no
differences in the
characteristic

Same clinical
condition or
purpose, including
similar severity and
stage of disease

3.1

Same site in the
body

(The characteristic
must be the same for
the demonstration of
equivalence) 3.2

Similar population,
including as
regards age,
anatomy and
physiology

33

Same kind of user

(The characteristic
must be the same for
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the demonstration of
equivalence) 3.4

Similar relevant 35
critical

performance in

view of the

expected clinical

effect for a specific

intended purpose

Scientific justification why there would be no clinically significant
difference in the safety and clinical performance of the device, OR

N . . . Clinically significant
a description of the impact on safety and or clinical performance

. . . . .. difference Yes / No
(use one row for each of the identified differences in characteristics,

and add references to documentation as applicable)

3.1

32

3.3

Summary In the circumstance that more than one non-significant
difference is identified, provide a justification whether the sum of
differences may affect the safety and clinical performance of the
device.

£ 1 MDCG 2020-5 (Medical Device Coordination Group, 2020)

* Device 1 (under clinical evaluation) < A| 3| AFe] 9174 7} th) A7) 71 & o w] st}
* Device 2 (marketed device) i= 7]l Aol FulE 3l Qs AlE FolA A3 AL
E5/de F45t7] flste] vla tht o ® 4ol ke 7171 & ofw| gt
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2.3.7. Q13| 7} A|&AE

A&7} Al AlZdoF st 71&wA S T2 Annexll, AnnexIl , % 34 4121 (DoC) 2
o glom 2 A G5 E 10 3 o] P Ak &, 7E A A FE o uhe)
ol sttt

L:

¥ 11. 9 2157]7] 7+7 (Medical Device Regulation, MDR) 7| &4 55

No. 55 A B&
AT Aol FANel 15 A 7T ARUE
1 General Information (Revision "8 A8t =X ¥#a] A, 23/ 2 A=A},
History) N AL, FAL, 3] Abel thgh AV 9
2
AEY N/EA /A /s,
2 Product Description H5/54, AFE AT, AR/ AL/ RE,
T R R Vo = A AR
3 Related Harmonized standards ~ ¥¥ %3} %5
v TA, BaA, AJEA A A, el ARE
GSPR A, Eg FACR ¥ B, 2 o
4 (General Safety and Performance 27 A1, A7) BE HE 2R A A A
Report) B =
37t 5
5 Manufacturing & QC Process S5 == AAdste] o £4 S E Folst
(flow chart) B SXE AT
, 71710l A&¥ AA dAE olal T F U=
6 Design & Development Process
AR
7 Supplier Management Process @ H G4 &7 Al ¢ Xﬂ g, T4 5 JH
“Risk Management Plan 2! Report
8 Risk Management 1S014971:2019 °f wp& 93z &4
H 1A
> Validation includi A, 2 29 & e dold 273
9 rocess Valdation MEUAMe 150 11607 | w2} Bioburden A& 3} sterility
Cleaning, Packaging o
NG
10 Clean Room / Sterilization Ses W W A do] A 1A

Validation
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Software Validation Plan 2 Report IEC62304 ©f]

11 Software Validation we e glo] Mg go] Al 1A
. o o, AXE OO a4 &2l [EC62366—
12 Usability Validation . .
1:2015 Engineering Report
ISO 10993—1 o w& A1 g37F B 9 A1
13 Biological Safety Assessment A ¥} H.11A4], 1SO 10993—-18 o] & A=
AR B BaA, GLP 71 15A 2
A, Frasdell tiEt EA] (ol &3] A
14 Clinical Evaluation ), A AlE ] v, A W A Sk
7% 5 Qg A W QA Foh B
15 Product Labeling / Intended for ~ 2F&: AF&-2} w574, A& 2H¥ 5 1SO
Use 15223—-1:2021, ENISO 20417:2021
PMS (Post-market surveillance) Aol A5 919 o] 42 A%
Plan A4 AL D QA FA B F X,
(&PMCF) ISO/TR20416:2020
15w 7171el o st Al 3 7HA] B 7HA|
6 PMS Report Hlo)E] A gotul A=
“Class ITa, IIb ] tigk 4 7] b
PSUR (Periodic Safety Update Ao E BuA 77 dejE 4 V)&
Report) Abgah= Qe 217], 71k 54 Bk,
99— A% =g
Class Il @ ©] 218 7]7]9] 79 A A=
17 SSCP .(S.ummary of safety and SSCP 24 1l ¢jgjo] & 1l
clinical performance)
EUDAMED °l| &%
18 Test Report : Safety, EMC, kA, Z‘jf(}fﬂr, s, A=t b 5 el
Performance P FHAAGE ADYAA 5
19  DoC 434 A< (Declaration of conformity)

=7

CHY 987]7] MDR A= o)af] 2 o ek H 1A
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2.4. AE A3 FA}

2.4.1. F& FANFE L HH

FQ AR 11 ¢ A sl ok 981719 W7 2AE
1]

& xgstol, AAH, AllrA, Y, W AR o] Folx Ut
Ul AEe] arAl g b S BAS] flsl AR E T

. o A% FA (Ministry of Health, Labour and Welfare, MHLW) : $-2] -2}
sgh;gaﬁ BARA o sigst, 429 o8, &7 A5, d, =&, B,
N DREES AN

o 9oFE 97 7]7] F% 7]+ (Pharmaceuticals and Medical Device Agency,

PMDA) : 9]=7]7]9] A Al $ b2 9§28 A3 A=

5717 Tt oJekE W o5 7]7] 9] MRkl 7 AL Y & it

HAARZIE o AWAAGA(EEFH) P Alx 2877 1 5w A, Alx, S}
HAE &2 A 5 7F Ast A S LRI A S

o A4FA} Q1571 3 (RCB, Registered Certification Body) : $-A 153 ol A]

Zles el AW e 577 e AL EE- o) okE AL

g
O

o] 57179} #AF HAAFY F-= PMDA HAHIE] Ul 577148 A Al 1, 2,

TEAT  suagGre ave A9 A9 Qe AA o)A AA)

ofr

dEo] 757|7] TuiiT IMDN(YE 957]7] #%55) 2 GHTF(The Global
7l ARG} o] 7 7R i AAIE 23k

ui e gk
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¥ 13, 4E At o877 BEFAA

opAbY EF .,
v AN B ek

41 o
e o

PMDA ©f A7} Al
= Q_] y: vl Al &)
Classl olul o] & 7]7] k! Aol Ay st

x QITA

e
mlo

Al 3 A 157

A8 ee 257171 (RCB) o A 91= A o) WAy sh= 9 o)

ClasslI

e 957171

Classlll 1= 57]7]

PMDA 2 A}, T
FAEA S axel ga ool B
o2 Abglo] A &b
=] il
Classlv  1E¥#g 9 87]7] om oo o.q E] o -
Argo] fl3o] AdH 4
A= A¢

=4 1 gm717] A AEF B (AP AE), 2016

2.4.3. 98717 =24x
Quol 8/71E wuE] AdAE dekE 87
5 [e]

[€)
B7171 E5el b AF g A HEE AA S

o] A%l PMDA AlaL F-of dvje 5= glom, 2 2]
et 7leeA B A9 AAbE FAse AR dF el

2w ¥y gR7|I71% 3, 4 o L& B w24

E AA AR, AZ G577, FE RV 2 55 PMDA HARE
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1) YUwuke]:7]7] @ PMDA o] Alal % sihujj ko)

2) A 777 AR S/ Tl AT A F E] V)T B AT HALE

AZ Foll Az gl Al AFE W st

3) #YgEV7 W u% #E g5r)v] - A Fe FUkE B A998,
N Q87)7], T 98778 BF 5 o] PMDA AALS wh=t},

>~I

(

77171 U817 A Al Fd e AR (QMS) A 9F 9l Bl S i A FTL
dastth, AxdmdAs PMDA o /1S 9 AFAMES AFst, Z1EwAet
QMS AT AARE A " olF Fdl AEe Ve iJJr A e Al 2Fo]
A 3tek2] AT s} 7)ol NAMQLEQ PMDA oA g/l A3 &5 R uME
AZ ek o] HuMeli= o g57]71e] 87t 51l oF7F J?MOJ New, HFHow

15}
FAwEAE Aokl whek A7k HANE WS Bop

2.4.4. 2473 F54 37}

= & Fl AARVV], N 9577, T
Fath Bl 5 A, 2 5, 7E, AR ol fls el whE
?f]:_]" H

AHto|2 7|7 Zz|ol2 7|7 DL Reo27|7|

Class 1- 2110 CHA I1|37(|:£‘TS§I%‘_EHM Class 3-5 QI CH& Class 4-5 QI CHA
- L-O o

2 ~

Melg7|7|, I = 7|7,
FEYRIIVIZ 7R
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ABSTRACT

Improvement plan through comparative analysis of standards for determining
substantially equivalent of domestic and foreign medical devices

Conducting clinical trials to prove the safety and efficacy of medical devices incurs significant
time and costs. Therefore, many countries have introduced a system that exempts the submission of
clinical trial data for medical devices that have already been approved in other countries and are
recognized as inherently equivalent.

This study aims to compare and analyze the substantial equivalence assessment procedures of
medical devices by investigating domestic and international cases, and to develop improvement
measures for an substantial equivalence assessment strategy suitable for Korea. For this purpose, the
substantial equivalence assessment procedures and criteria of major countries (Korea, USA, Europe,
Japan) were compared and analyzed. It was confirmed that the definition of substantial equivalence
in major countries was more comprehensive, with diverse assessment criteria and clear judgment
standards. In addition, when submitting relevant documents, the use of an electronic submission
template (eSTAR) ensures the completeness of the submission and collects high-quality data.

In conclusion, based on the comparative analysis of the current situation in major countries, the
following improvement measures for the domestic substantial equivalence system for medical
devices were derived.

First, the definition of substantial equivalence should be defined more comprehensively to
broaden the scope of equivalence recognition.

Second, there is a need to differentiate and diversify the comparison items of substantial
equivalent products and to create tables more systematically and specifically.

Third, detailed judgment criteria for each comparison item should be provided to establish
clearer standards.

Fourth, when submitting relevant documents, it is necessary to improve by utilizing an
electronic submission template to interact with the applicant, automatically review the PDF form,
simplify the reviewer's administrative procedures, and collect high-quality data.

Fifth, by establishing an ML (Machine Learning)-based Al (Artificial Intelligence) to assist in
judging the substantial equivalence of medical devices, it will be possible to make more objective
and consistent judgments.

Finally, a grading classification system should be established and linked to the submission of
clinical data to clearly determine whether clinical trials should be conducted at the early stages of
product development, thereby reducing the burden on companies.

Keyword : Medical device substantial equivalence, substantial equivalence judgement standards,
electronic submission template(eSTAR), Al-based system
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