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Thinh Nguyen Heidi Rebelo (Acting) Suzanne Rossen (Acting) RADM Richartan & Chief Operating Offcer Kimberles Trzeciak Kavesta Vasisht, MD,
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©cy) ©cK) ooy (ocM) (DCN) (0co) (ocP) (oc)

< >]: FDA &3] o] %], Organization Leadership Chart (2023. 09. 08)

1% 6. FDA 23 =

o] T 987|719 s7FAIALSE HHEE |
Radiological Health, 7]7] 3L "AFR. A AlE) o] ko], Ao el 5 7]7] & A5 A

1

+ CDRH (Center for Devices and
534 AlF o2 g == A2 CBER (Center for Biologics Evaluation and Research, A

&8} A A F7FA - A1E) 2k CDRH 2] & ¢F 3}oll CBER ©] 71 A 452 =83k},
CDRH = THA] 32 14 &} 22 7 /| AMFA R A HH, o] T 28717] 137} 278 3

28



A % F-A1 &= OPEQ (Office of Product Evaluation and Quality, 1| 33

o,
N
N
El'lﬂ
ﬂﬂ
ot
iﬂé

I 14. CDRH (Center for Devices and Radiological Health) -4 %]

Office of the Center Director AlE g2l

Office of Communication and Education AryAl A = w5
Office of Policy RS

E)Oflf::(éeq)of Product Evaluation and Quality AE 7} D EAGA
Office of Management R

Office of Science and Engineering Laboratories ¥} & 2l %] 1]

Office of Strategic Partnerships and Technology
Innovation

OPEQ A+ g=717]9 v & ddAES $18 510(k), PMA (Premarket
Approval Application), De Novo &3} -2 H7}-5Ql L2 138 43t} o] 9o %

2, A4 R A Y, Aedy BUEY o 2RaRE Sl 25774 |

' T oRE BUh A3 BAsy, 95 T2y o57]7]HaM (MDR,
Medical Device Reporting) 41 0.2 Al ZA] S0l 2 2] &2 Q) oAl 3} g 395 H A5

3<H ?l_q_ 35,36
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1.2.1.2. =" AA

H o] o5 7] 7)o HEE HEAAE 19 7 7 2k

; Compliance Policy Guides(CPG)
Guidance Regulatory Procedures Manual(RPM)

. Notice, Recommendation
aF 7. 7= o] HE A

7} A+9] ¥ 2 2] FD&C Act (Federal Food, Drug & Cosmetic Act, 1112 3 o] oF3Z 3]
el o8l A5, ook, sHdE T3 7 571717k F Al wh e f ok

“J 21 CFR (Code of Federal Regulation, T] = <1 9} 74 5])-& v] =

2 U.S. FDA 7} Al g shaL 3 eh o o A 477 e gk A

BEE B Ao® d=o At 9 Ao} vjs2gk A Aol o777

S X3S ofofE Eok= Title 217 g8l 1 & olmr]v]ek v E g2

-58, 800-1299 o|t}. 7 o] W&ol 2} 7171 9] &, AT 7], vl= Wl Al X

= flall AR A7E F s oF & dApe} 7o) WA H o] YT

-2 ASTM International (American Society for Testing and Materials, V| = 2] 5.A] ¢

ﬂ
)
Ro
@]
>
Q
Lo
_OL
ie]
ch

\I

N
[y

v

g}3]), UL Solutions (Underwriters Laboratories, "=+ X &3] A A3 4), AAMI
(Association for the Advancement of Medical Instrumentation, 7] =1 2] &.7]17] 7]%3] 3)
5o 71l A Ak Vs FFardnt o] 2 g T Holl A et E-AEA I
= TSR N, HEE U, Al W, AE A, TRES = 75, AR T
2, %A 5ol Atk FDA &3 9] %] 2] Recognized Consensus Standards database ©l| 4 2]
=] HA 555 &9l 7HsetaL, FD

L
TS A= Adom 243 5 A dRd At A% oR A" A

>
N
st

2717] A3 AAS 98 xrd g ¥
al

FDA -2 3| o] A] Federal Register Documents ol 3| & &-5-o] A A] ¥ T}.35%
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ol

2] FDA A% 2 7€} 74 A% 5 th¥3F Guidance = FDA &3 o] Aol A Al 3%
o} A ehe] 2 717]9] &7} AN AL 98t 7told A2 [The 510(k) Program:
Evaluating Substantial Equivalence in Premarket Notifications [510(k)]. , " Requests for
Feedback and Meetings for Medical Device Submissions: The Q-Submission Program

" Refuse to Accept Policy for 510(k)s; , "In Vitro Diagnostic (IVD) Device Studies -

Frequently Asked Questions | 5-©] ¢lt}.3
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FD&C Act Section 201(h)ol] u}
(1) 3-2) =+7} = v~ (the official National Formulary) 5=+ v] = 2k (the United States

Pharmacopeia) %= 71 545 A o] A]
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1.2.3.

o[rl

1)=& FD&C Act Section 360(c)ll ] 7 8to] ©]&7]7] 5 Abghel Al v x| &= 9] 3] & o]
o] wek Class I~ &2 553 S 73 AT 577 LA SHAA
7} A-8 %" 21 CFR Part 862-866 ©l| o] &l z} &0 W& Ta&7F7F 85 3
FDA A}o] E(https://www.fda.gov)e] 510(k)/PMA (Premarket Approval) &3 2

database 1 eCFR Home (https://www.ecfr.gov/)oll A & 7}t o. 2= 7]7]2] product code

S zkal 710l whE A= ¥ Hl (submission type; 5ok A& AN E T 5 T
271719 Abg BA o] AMEW THHRE kAN FEA FlS 8 AeEe
THA| 7} R T, ¥

719 8 2] FDA &3] %] 2] Product Classification Databases | 4] &] 7}Rb31 2} &F= 7|
718 =t 19 9 oA F13 4= 9di= uke} 2] product code, submission type,

class, regulation number s 3 & 7] 7]l A& % = A BEE 3otd 4= Ut

lo

Product Classification

DA Home Medical Devices Databases

This database includes:

a list of all medical devices with their associated classifications, product codes, FDA premarket review
organizations, and other regulatory information.
Learn More._ .

DCP Advanced Search

2] Medical Devices 9] Product Classification 71 4 Databases (FDA & ¥ ©] A], 2023. 12. 05)

713 8. FDA =9 9] #] 2] Product Classification Databases
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https://www.fda.gov/
https://www.ecfr.gov/

Product Classification

FDAHome Medical Devices Databases
New Search Back to Search Results
Device Des-Gamma-Carboxy-Prothrombin (Dep), Risk Assezsment, Hepatocellular Carcinoma
Regulation Description AFP-L3% immunological test system.
Definition
The test is intended to quantitatively measure dcp in human serum and use as an aid
in the risk assessment of patients with chronic liver disease for progression to
hepatocellular carcinoma (hcc) in conjunction with other laboratory findings, imaging
studies and clinical assessment for risk assessment of patients with chronic liver
disease for progression to hepatocellular carcinoma.
Physical State An assay kit containing specific antibodies, substrates and reaction columns
Technical Method Immunochemical liquid-phase binding assay
Target Area peripheral blood
Regulation Medical Specialty Immunology
Review Panel Immunology
Product Code QAU
Premarket Review Division of Immunology and Hematology Devices (DIHD)
Division of Immunology and Hematology Devices (DIHD)
Submission Type 510(k)
Regulation Number 866.6030
Device Class 2
Total Product Life Cycle {TPLC) TPLC Product Code Report
GMP Exempt? Mo
Summary Malfunction -
Reporting Eligible
Implanted Device? No
Life-Sustain/Support Device? Mo
Third Party Review
* Eligible for 510(k) Third Parfy Review Program
Accredited Persons
» Global Quality And Regulatory Services
» Regulatory Technology Services, Lic

Z2]: FDA &3] ©] A], DCP <] Product Classification 73 1. (2023. 12. 05)

1] 9. Product Classification Databases ol 4] Q13 7] 7] o)l 485 &= 4] A K.

AgAtmr]7]e] TR J85 = AT & 159 2ol BE T3l &5
+ YRk Al(General Controls)e} $H7] o -2 Class | ol & 510(k) ol €], Class Il ¢l &
510(k), Class I11 = PMA 7} 4-&%] 1} product code ©| wte} 2| & e} 7} 24 282

FQonz wEA Sedash Pa s

53 Aol Bl A& fH= CHEEEL o) A]
AA S A Aol Azke RE 510(K) A9, @A A=
Class  go19 22 or= mwa v AutA ofmmERA A
' a)se e 213 510(K) ERAE
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1.2.4. 3| 7F1A
BE 71719 7 A A 8-5 = Uyt Al (General Controls):= 19761 54 28 &
718 ¥ FD&C Y 9] 57]7] 7} ¢F(Medical Device Amendments)oll 2|3l o] & 7]7]2] <t

AT FEAS BT A A T RE 9571719 A Q| 5]
= e, TFgel W WA BAE A e @ QA 4 ST 21 CFR o8 B
17 9] Zo] ANFAAG O 2 4§ g} B

& 17. Y ¥ Al 23 (General Controls Provisions)

Section =

501 Adulteration (% #d])

502 Misbranding (374 3£ A])

510 Device registration and listing (3 A 55 2 7]17] 55)
510(k) Premarket notification (A 21 41 a1)

516 Banned devices (= 4] 7] 71)

518(a).(b) E\I?otg]lc:ig( gg]ref)::; r;rilic,erie;t))and refund

519 Records and reports (7] 5 2 H.37)

520(e) Restricted devices (Hvl], %, AF& Al 3F)

520(f) Good Manufacturing Practices (3 2 4] 2~ &)

FDA & d¥bpfA|vto g olg7]7]9 ety FaAe BEslr] ofgd: 7171
Class Il 2 BF3lal EFEA|E 288 et FaEAHS B567] Y3 F823 A

BE gr3vt Bl 98] B HE= 3E-S Performance standards (3% 715),
Postmarket surveillance (A& & Z}A]), Patient registries (32} 55, Special labeling
requirements (52 22 Q A}, Premarket data requirements (A3 A A& Q A,
Guidelines (7}o] =2F21) 6 714t}

3 vl A FuE = 9] 57] 7] FD&C W ¥} 21 CFR 1-58, 800-1299 ] 1Al &
et ALE s A DAY AR P EE VIR R TR Eo] 95779 <
A3 FraAdel g g A< BE5S BAstaizt ghrt. oo whet FDA o A= Al
715 98l Aol oW ZRAAE H88X] AAstr] A8l 43 AA S Sa #

i
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7} T2 A2~ (wHAIY 7 2)& Premarket Notification (510(k) (A ¥

i
>~I
>,
E
;
D

N
Classification Request (Xl5F &7 2.7%), Premarket Approval (PMA) (A& A 5121),

Humanitarian Use Exemption (HDE) (1 =24 717] HA])7} S) T}, 356

1.2.4.1. A3 A 2141 510(k) (Premarket Notification)
QB Class | & -9 Class Il 7] 7]+ 510(k)7} 2 & ¥t} 510(k)ell A o] =] ¢le =
B MER 71717 o9 &%, 74 54 2 A4S HEE SHlA 7187}
H 771 Ad Ao m FEethe AS Y5l oF §T) 21 CFR Part 807 Subpart E
w2 510(k) Hge] v 2 AlEF WS FDA 530 A Device Advice Premarket
Notification [510(k)]oll 4] &1k 4= ]t} 3536
ot Ao R Ay glE V)
71t AAH o TS dTshs Ao ® A A 3490 A A 7HA] FDA of] A5

& Aok dek AZAE 449 71719 DDA FEHS wwe st ol F] fab

510(k)= Al #3aLA) sh= 7] 71 7) ek &har, &

shal A o' AlfE = V7S Y AR A oF gttt o 714 A A] 7 g
H A o2 AlgH 713817} 7] 7] (predicate device)™ 1976 W1 5 28 A o] 5. 7]7] 7l 7 <t

o2 MAE7] A 21 CFR 807.92(a)(3)°l whe} &4 o2 AlHE 7] 7] (pre-amendments
device, 7§14 % 7]171), Class 111 e 4] Class | B=+= 1l 2 A5 ¥ 717], 510(k) EA-& &
&l SE (substantial equivalence)$l o] Y1=4¥ 7]17], FD&C ¥ 513(f)(2) Z 3 ol wtel A
A AL g o] WA= A 931, De Novo i+ AAHE &3l ol 371 w2 71717} &

g T} 35
A A EE5292 21 CFR 807.92(a)(3)°] wel FDA 7} A8t 12} a4 7]7]7} 7)8]
7} 71719k FF5hA bkl fa gk AlFoletar AA sk Aot 510(k) AAHE F
af A BV 77F AR B4, V1A S AR AR, duAd R 7E 53)o]
=2 59 Apol 7k b 3 frael G v E 7t

ol e oA B AR QB Hah, Aol B At/ EH 5HS

(i)
olr

o
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https://www.fda.gov/premarket-notification-510k
https://www.fda.gov/premarket-notification-510k

Appendix A. 510(k) Decision-Making Flowchart

|

Deternune what questions of

Identify the new device and the safety and effectiveness the
predicate device. different technological

characteristics raise.

Rgfer to Sections
___________________________________ - IV.E. (Technelogical
Refer to Section IV.C. Characterisics) and
{Predicate Devices) and NSE i ¥°F. (Requests for
21 CFR 807 100vBi3). § Parformance Data)
.................................. ! and
21 CFR
BOT. 100/B )i Ch.
YES
Beview all labeling and as Beview the pu'o[flosed_sctenh:ﬁ.c
that it is consistent with TFU methods for evaluating new!
statements. different charactenistics’ effects
B : on safety and effectiveness.

----------------------------------- Rgfer to Section IF.
Refier to Section IF.D. F rR«qmr.‘sﬁgra
(Tnvended Uise) and NO! NSE i Parformance Data)
2 CFR& and
2ICFR
SO07.100B)2)(ENE).

YES YES
¥
Review design, matenials, energy
source and other features of the Evaluate performance data.
devices.

Rafer o Section IV.E. Rgfer to Section IV,
{Technological F (Requests for
Chargcteristics) and 21 L NSE =i Parformance Datal
CFR 807.100/)(2)i) and
(A

SE = “Substantially Equivalent”
NSE = "Not Substantially Equivalent”
IFU ="Indications For Use™

=] The 510(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [510(k)]- Guidance
for Industry and Food and Drug Administration Staff, Appendix A, 30p

719 10. 510(k)°ll 4] substantial equivalence & #+cts}7] 915 A 314 A}

T =270
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= o9, 4 T3 22 VIAA, A4, BETH, ek A, AR A8
(EMC, electromagnetic compatibility), H <, SH /5 7], AX E o] Ha] o] A,
71} 71719 EA) S £33 v A g S8 £33 theksl A3 8FEo] 9t} o] ¢
H] 914} A &9+ 21 CFR Part 58 (Good Laboratory Practice (GLP) for Nonclinical
Laboratory Studies)& =73} =3 3l oF gk}, 68

AL AR 271719 ol Awsas i 7171 FHE, FUE, Sl o

7o gol e 718 S0 Qs FEF A4 A% YBsA 955
S5 94 HolE 7L Bad A% Fol F/HHoR A A%RAE Sasa Bt

A2 A F 3 of T, B

510(k) 3 242~ Traditional, Special, Abbreviated 4 7}#] 2 vt}
Traditional 510(k)= 71 € W4 21 510(k) = Al4F 2] 77179 A& T}, & 71 2}
A 8 717] 9 AME B4, Ve AP E JE Qs 2AH 55AdS gl g

SEE A AR E Al Z 3 Traditional 510(k) 24 o] A& A5 & 3% 18 ¥} 2}, 5%
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https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-traditional-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-special-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-abbreviated-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-traditional-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-traditional-510k

3E 18. Traditional 510(k) Submission File

Traditional 510(k) A& &4

Medical Device User Fee Cover Sheet (Form FDA 3601)

CDRH Premarket Review Submission Cover Sheet (Form FDA 3514)
510(k) Cover Letter

Indications for Use Statement (Form FDA 3881)

510(k) Summary or 510(k) Statement

Truthful and Accuracy Statement

N o g ~ w DN PR

(Class 111 510(k) 1 74 -9-) Class 111 Summary and Certification

8. (YA FA K EZsFQl 7d--) Financial Certification or Disclosure Statement
9. Declarations of Conformity and Summary Reports (Form FDA 3654)
10. Executive Summary

11. Device Description

12. Substantial Equivalence Discussion

13. Proposed Labeling

14. (48 A]) Sterilization and Shelf Life

15. (4-8 A]) Biocompatibility

16. (3-8 A]) Software Document

17. (3-8 A) Electromagnetic Compatibility and Electrical Safety

18. Performance Testing - Bench

19. (4-& A]) Performance Testing - Animal

20. (% & A]) Performance Testing - Clinical

Special 510(k)= 71317} Wb AlFo] A AWM o] = 47 71357} 7] 71(ED, existed
device)el ¥17 7]17](MD, modified device) 7tell A A2 55/ o] A Hal=A& &3}
7] 918 g ot} A7) A WA 7)1 7] = ARE Ao} A8 Ao 2 AlE e
bdoll Foid FIFES mAE WAl dve A= dMTPekA F=rh 21 CFR
807.81(a)(3)2} FDA 7}o]d 2~ T Deciding When to Submit a 510(k) for Change to an

Existing Devices & e} 510(k)S] A& A4S Aefalal AlF] AA W7 A &o] 7}
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3t 19. Special 510(k) Submission File

Special 510(k) A& £

1. Medical Device User Fee Cover Sheet (Form FDA 3601)

2. CDRH Premarket Review Submission Cover Sheet (Form FDA 3514) — “Special
510(k); Device Modification”

510(k) Cover Letter
Indications for Use Statement (Form FDA 3881)
Declarations of Conformity and Summary Reports (Form FDA 3654)

18 74 5 A% (modified device)2] A

© o &~ w

- W

-

A

- 7] 3] 7} A% (existed device, cleared device)}2] H] il
- 71EF e B A AL

7. A A2 (design control) &5l t)3F Q oF

8. 3] (risk management) 5ol o 3k 2 o

- Wl nhE S e
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https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-special-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-special-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-special-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-special-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-special-510k

Abbreviated 510(k)+= A1+ 2] 57]7]9l] 3k 2| & A 77} FDA 7} Al A 6h+= &8 114
= SA38] skl S W A 5 e oA AAE o ® 72 AAF 717EQ1 90
dETh o AEEA AALE BHS S Atk Abbreviated 510(K)E #-&RE7] i =
FDA S5 1] t 9] 57171, FDA A Aol F-ehehs A2 9] 87]7], FDA &
7ol o] o] H= o 57]7] Sl aldsto]of ataL, Al o] A== A
7FFDAZF Al g staL Q= 7kl 2, A A -4, 518 qf Aol A3 S oF g
oo wla} AAF A=} = 914 7] 5(Recognized Consensus Standard)ell ™3+ 2 &4 A<l

3170 7 @ et} 9%

7t A =}ol| 2 A EE-AE FDA ol Al =31 DCC (Document Control Center)oll A %]
THHE L& F AAFEAQI OPEQ (AlFH 7 2 #AH A= A& ddsta,
A AR (lead reviewer):= 2] &A1 AHRTA review) 34 £3)] 2| &4 79 o] Q74
A A ZFE A=A FESH A3 A ANE FDA S 3 o] X o] AlA] % Refuse to Accept
Policy for 510(k)s; Appendix A~C 2] 510(k) 4+ A} 27 = (Traditional/Abbreviated/Special)
AA) ~EE Farsto] A S0 A8 o F-5 ddsin. A sttt ddEH RTA
Acceptance ©|H| & Wastar, FAF Tl A F-A 9 Aol 7l E RTA
Checklist 2 ¥} 9} RTA Hold Letter S 23 3}, A A} A 3p 2 ghapvhal deke 4 -9-of o
o TAS A AAL B S 3 3 g 393640

iz

AAMAL 717 FoF 24 AAAE 510(k) AlEEAHE TEH R HESH, 60 A3t

& A& (substantive interaction) &3l YAIAES &L AT 4
@2 dbA o ® A3t Tkt oM A& AFESHY, AF HHAF Ol AARARE AALE 9
2.3 7%~ Al (Additional Information) Request (=7} 4 H. 2 % A])
@ 4= Aok A AR Al Request & 'S8t AANGA S FEE AL AEAE &

JA =5 180 L ool A=A} ol F 510(k) Ws, 510(k)°ﬂ gk Al Al X AR,

Moo
ro,
2
il
N
N
i)
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A4} A3t 3 7be s sk 71717k SE 914 5 & NSE 91407 24 %W FDA = Al

2ol Al o] W] A & A A 5 %] A (Decision Letter)ZS 43t c}, | & 4| Fo] SE = 24 W

e

p

‘SE Letter’ & A8 52 A A (IFU, Indications for Use Statement), 510(k) & %FA =

AAx e}t ghA HFEte] vt} o213k A AL §)7)(cleared) E IFE 1, FDA &

ARk o = 510(k)°ll el ot AlFoll thall AbH S| 71 HALS 38k gon R

AREAXNE TRk FA vl W Alo] Zhe s xIth NSE = 2R E A --oll=

A AHT9F 3l NSE Letter’ & &8kl AAPF S A€ o] 8§ A5 AH 2= Al

2 A5E 238k 510(k)E THAl AlZ3FA L, section 513(f)(2)°ll ™= De Novo & =}
&l

class | == 1| 2 A=A 91& ASsAY, PMA GRS A S 5= At

510(k) AARHE 2 Al 32} 718 AAE A # B 5- A1 A= FDA 2455 510(k) 4
A} AHA & Hof ke A 3 2} 7] #hol] 510(k) Al & A 7= A&}l Third Party Program 2
Apol whep AAMS ke = Utk A 32 7| RS AEAFE AES F HAERIANE
3, FDA = A 37 7|3 HERIAE 7|Hho R AAA F54 o
= 2 A7l 19 11 9 Zo] AFE Al 3 A} 7] el &g A AL of Fo} 2]
H A 3 2} 7132 Product code o] 4] &H21 7155} T} %36

Third Party Review
Eligible for 510(k) Third Party Review Program

Accredited Persons
Global Quality And Regulatory Services
Regulatory Technology Services, Lic

=] FDA &3 o] %], DCP <] Product Classification % 1.(2023. 12. 05)

1% 11. DCP A3+ product code database | A &Q13F 4= 1= Third Party Review ¥#

AR

eSTAR (electronic Submission Template And Resource, A 2} #| & ¥ Z32l)-& PDF B &

DS 83 A} AE A AES 8 510(k) DAY A7 A& 52 $A4o EES
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ke

o] Whalolt}, Al 4= CDRH X8-S £3] £81¢l o AA S 5231 eCopy (%
AAFE) T = eSTAR 2 510(K) AAF A 25 A% 3 4= 9)t} eSTAR and eCopy &
z}
510(k) thd ol =717] ¢l 2 &0 o] -3} 5 %

<

|
e
ofo

e
rfo
2
N

I AlE WEe 2023 10 € 1 LRE A5 B4 77 E AL e

1.2.4.2. Al F<1: PMA (Premarket Approval)
Section 515 ©| 7F A PMA Z 2 A| 2= 98 o] 2 S BRA 7H4 9 =r}
¥+ Class 11l 7171 8] A Abell 285 = 9ot HE Ax2A St d s rade B3

317] §1%F 4] =20 71 vk 1976\ 5 28 L F 3 E sfA ool ull 510(k) HAf

(|

_VE

5k 74-9- Al A PMA A A5 518 A Y Class | (YR 7 4) =+ Class |l (E5) 2

2 AEFE ] 7t AxE A A oF gkt
o] & gk Algoll tfsl] 217 A= PMA 5=3= PDP (Product Development Protocol) & #| &
StAL Class | 2= 11 2 AL 918 & 4= 3lth PMA, PDP 2= Al 27 H S 9

{

Sk ) 9155+ 21 CFR 812 ©f] 2] A 3l IDE (investigational device exemption, 1 /3-A] &
7171 A 178 & A8 WA "o

PMA = 7187} 7171 ¢k o] A A 545 %71k 510(k) Axket ot =2 A 54 A
ko] vl opd A1 717 ApA 9] /b vt i 5 B 7HS ok PMA b= 417

Ao A A2 §lar, 21 CFR Subpart B Section 814.20 (Application)oll ™ A H A}

ox!

—

& TPsto] Ae 717]9) AN FEYL FR3 T A9 LR8P RE
BE ZFHES sof Ak ASH AR/ BeAsAY FHY, AP A v FS
ol gl 7

}
- PMA 21 o] Al AY A= 5= A
PMA dxat= 4 A9 AERGS AXTE 3 HA= &
and filing reviews) = Al &A1 2] HHshS dekalr] 913 FDA 2o g4 2 A sk
H ey JE dAgolt). aths AF A E(In-depth review)ol| A= 2 &3k FDA © 3
Ztoll o) e} Btk Al5-A o] o #8FA Q) F Al B FH Al 2F HEFH Y 180 ¥)E e
o] A A AHAE= PMA AR E A& 9100 Y ol AE GHE =2317] 9
3l FDA <} 785} v ¥ <l ‘Day-100 Meetings’ 8.7 ©] 7}s8lth Al A= dlE A&

(Panel review) = 2 &3l 9] 5 A E 430 HE D AuE vkt A4 Ax F g

2 9 27 7] E(Acceptance
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& A-olvt 9 AE 34 ARt} nA S FDA Z % (FDA Decision) & 2 & & 4
o] 3 F43} 2 FDA A4 % *|(Approvable letter or Not approvable letter) S 4]

De Novo 1Ak 71817} 71719F A4 5548 vl w7} sk 51009 o2 5

S MRS Al 7] 717 gl AN o517 E e R AR ARyt

510(k) H =2} ol| A NSE 274 54 = 1k A&7 De Novo a5 Al 4 8t 4= 9l A Th
2012 d 7§ A ¥l FD&C Act section 513(f)(2) (21 U.S.C. 360c(f))oll 2] 3 De Novo A2} &
e g AAf A 510(k) 85 AR A &aL, FDA Sl 1A= 7|vk 717] 75 tiAl

25 F; AFE o A =AUtk De Novo 87 A B3 AE 4 H 274,

1.2.4.4. Q%52 o] 5 7]7] HA|(HDE, Humanitarian Device Exemption)

HDE = 3]+ AW = d3kS 71 SAol Al 588 AleE 4 U= Class
1 7] 7) 0 2] 2 Q) 74 422 A &-3F= A=t} HDE & 3] 7}2 o gjH Al 2=
FDA 2] OOPD (Office of Orphan Products Development, 3] # 2] ¢k 7l k=)ol 417 51
3] 7k 1.2} 3F= 7]7] & HUD (humanitarian use device, Q1 =52 4 AR 7]7)) & A4
wholof ghtl, HUD = Section 520(m)oll w2} Sections 514 2 515 o] 23t fa4 271
WA RS 4= 9l T} sl Al 714 -8 21 CFR 814 Subpart H = %31 ), 3637
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(GCP, Good Clinical Practices)-> tl o] E] <} A 3}ol] o & 41 =] o} A

4, QAo 92, S 9 BT REATE $5S AT SF QAE ) A

X

|, =3, EUEE, AL 715, 24 R 2ol e g oA s Fdes

o b= F & A2 3£ 20 3} 2} B

3£ 20. GCP (YA Ig #&El71<5) =8 114

THHE T8
21 CFR 812 Investigational Device Exemptions
21 CFR 50 Protection of Human Subjects
21 CFR 56 Institutional Review Boards
21 CFR 54 Financial Disclosure by Clinical Investigators

21 CFR 820 Subpart C  Design Controls of the Quality System Regulation

1.25.1. 21 CFR 812 (Investigational Device Exemptions)

21 CFR 812 (Investigational Device Exemptions): PMA 5=+ 510(k)9] 317} A=} A,
71719] ¢+ 2 &
S8 AMEE F AT 3 &5t AlmRE AL, oA B A[FA e Ael, e, 7]

S AHEE QPN G S Aol B v golt.

B ARE s g8 QPR E 71717 AR B

S EEE DR

AGA Lt o] PMA dakel A5 510(k) A}, Al 7179 S0 WA B

A

MEE FE F7 Ao i G AR FHE 98 ST BE QAP ALEH
= 2l&27]7]= IDE 7789l al B ol9] o F-E gQle] AIE S AlFEE] d S
°1% IDE 7} = 0] & o] oF &k}, IDE = 71715 18 &=l whe} SR (significant risk) ¥ NSR

(non-significant risk)2 T&3}al, SR < Full Requirement S NSR < Abbreviated
Requirement & e} A& X3t ES st} SR sldatd AGAIH 52 Al IRB
Wl olu 2} FDA 9] 5318 wholof ghr},


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=54&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1

o, AA Ale] 271(21 CFR 820.30)= A<] gk QRS (Quality System Regulation)”}

A o]kl 571719 75- IDE Aol A A7 o] 23] It IVD A7 & ol A
AEE A A IVD A A3 Vo e B 9l A2 B 4 7)he
A 92 S AT e A thade] B Akt e] A E B A Al AR Q)
A 22 5L 7IEo = dfof vk IVD Al A3 21 A R well A #A E]ol
G S A @& 49 correlation studies = IDE A x}7F WA T &7 B F9lH

= ¢85 52 FDA o 9|3 198 2 57]7] 2 1F55 1} IDE A = Q1 &
AE e
FD&C 2 Aol Ab8H = 9871715 qtAlskes 2oz, ALzt g7]7]

AFS Ed BaE A3 CLIA (YA A 7] o
o Wt el Eek W @A A, g s 8 A AR 2 K AR o) 7S B Eo
A €] R A5 = CLIA & F573ko] ] 8f oF gt

%‘ﬂ?ﬂ‘%(companion diagnostics)oll slgsl= AL zte]=7]7]9] IDE A=
CDRH Hx 9ok 1 E4 o tfdk A AA 3 & A 2}<] IND (investigational new
drug) Application (%7413 A8l s1417)0l 987171 B7F AR E 7] A skaL CDER

= CBER| #A|&& 4= It}

1.2.5.2. 21 CFR 50 (Protection of Human Subjects)
21 CFR 50 (Protection of Human Subjects)= 2| 57171 ¥3}3}o] FDA 7} ¥l 3l=
HE AFe] AT e vl 317 A1 S 918 FDA o]l A58 Al d o] T Ag

% Qb A8 o QAT A A wY A AL Belsh Bel WA 271g

3 =53] ol T 5= J= AR} Fo] B2 A 73] 2 AT, TF EE A
oz 2= FAdd = iRt des 27U AT A AAE ol g
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1

Aol WAlE = AA T Holi= Z2go] LeHH A Gotof 3ot

Section 50.23 > A} §2] o] AWHA <l o 9] @ 7ol 3l f 4 gt} Section 50.23 ©]
ot Aol e A @A AR 717] Ago] o R A S AR ARl A,
gAret oatagol wrbs A A oR fad o8 dE 5 8l A9, MA
glle] Fol & f7)el AlRto] B3 A 5o e AU YT A AR F
27} A A

Section 50.25 = 3] A2} Hi= thE] 1ol Al Al E] o] oF ah= HHE AT} 7] A
o2 Fsojof b= Al R = s Al o] gt ke v AR, A 54 3
S @A) e ol 713E, Ak, o= vbe @ 1 E 7o = ol o), A3 oA 2 At

d
E= AR5 A, @A A AR 72 14 =, AE B A B o, A

7he st Al #AA, A Fof o o) §F U -8-o] QT
Section 50.27 2 AFA g o)A o] Ao tis) A st AFA F ol Mol = I F A e

W7 el o] ARstar EE A3 7| dske, B oA Apo] AR e bl A AlE 5

of oF gt} &2 A4 += Section 50.25 ©fl A H AF-S TAIA o= A3 A = 9 d At

DS AT f Aol BF A g oo} g} B

1.2.5.3. 21 CFR 56 (Institutional Review Boards)

21 CFR 56 (Institutional Review Boards)-> IRB ©l] #3+ 7 0.2 3] g x}o] A9} &
A5 wEaly) 8 AR A, BA 5& A IRB o) A4 A2 A
of thsfl th&t}. FDA ol 21 CFR parts 312, 812, 813 of] wh2& A Al& 8318 Al &3kl

IRB ¢] FE B 5912 W= A] ook QYA §< A& 5 9, IRB 9] 1< WA

A & AT IRB = A IS THA B 3 73 St A S o m HES e
4

AN A AT Rk A BN E P E G
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1

1.2.5.4. 21 CFR 54 (Financial Disclosure by Clinical Investigators)
21 CFR 54 (Financial Disclosure by Clinical Investigators)= 44+ Al & #Fe] 2|4 % &

N Aoz FDAT QA AR Ase] AR e Wobelr] 98 A aaw H8E s

rl

QA AR A e AR A 1og A # g Eolth 9 ABAT ZDE e o
B AEe BHH oA BA(SE F) i, AT A ALRF oA B
shofate] Awt @ ARFE Ge) AZHE AN DRz B DS H 45 e A

?l_r;]_ 36,37

1.2.5.5. 21 CFR 820 Subpart C (Design Controls of the Quality System Regulation)

21 CFR 820 Subpart C (Design Controls of the Quality System Regulation)ol] A 32 A]
25 gAY A E AA .S SFA77] fal 71719 AAE A e datel o
3t @ FFAFERS v A S}, 21 CFR 820.30(b)~(g)oll Y& 5l F A A 28 A 2] A A
Ao A EAEH AR, S S s aloF ok, o]l d RS AR AAVE S

QE M AT W 2PAE Fse] EH S-S AE8H] 913 DHF (Design
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=54&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=54&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820&showFR=1

User needs

—
Design
input
Design
process
o Design

- Medical
Validation Device

% =] Springboard &3] ©] %], Design contro process (2023. 12. 04)

17 12. 21 CFR 820 Subpart C o] w2 A A A2} #He] =2

F7F=2 1= A o A PIVKA-II = th& ™4 3 <1 DCP (des-gamma-carboxy-
prothrombin) = Product Classification database o] 4] <1 7}-53}t}. Product code % X.o]|
w21 DCP + 21 CFR 9] Part 866 Immunology and Microbiology Devices | 4] Subpart
G Tumor Associated Antigen immunological Test Systems ©l 3 3} A EFF 2]
A Hrlo =S FE A2 7] 7121 AFP-L3% immunological test system of] 2] &

= 866.6030 ] T AL o] FASHAl A& F T} FDA ol 4] DCP =4 866.6030 7178 =
283 5=3) 3k 510(k) 2=} A ¥}21 510(k) SE decision summary (341 & k100464)+=
3£ 213 o] o] a1, SE Yo Hlal HE-3F A AR A FES 8

Sk 2=
3 4= ghuy, o

e
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3 21. DCP 7]3]7} 7171 €] 510(k) SE decision summary <-4 k100464 2] =7 gHi

44 33

A. 510(k) Number
B. Purpose for Submission
C. Measurand
D. Type of Test
E. Applicant
F. Proprietary and Established Names
G. Regulatory Information
1. Regulation section
2. Classification
3. Product code
4. Panel
H. Intended Use
I. Device Description
J. Substantial Equivalence Information
1. Predicate 510(k) number(s) and device name(s)
2. Comparison with predicate
K. Standard/Guidance Document Referenced (if applicable)
L. Test Principle
M. Performance Characteristics (if/when applicable)
1. Analytical performance
a. Precision/Reproducibility
b. Linearity/assay reportable range
c. Traceability, Stability, Expected values (controls, calibrators, or methods)
d. Detection limit AFP-L1, AFP-L3, and DCP
e. Analytical specificity:
f. Assay cut-off:
2. Comparison studies
a. Method comparison with predicate device
b. Matrix comparison
3. Clinical studies
4. Clinical cut-off
5. Expected values/Reference range
N. Instrument Name
O. System Descriptions
1. Modes of Operation
2. Software
P. Other Supportive Instrument Performance Characteristics Data Not Covered in The
“Performance Characteristics” Section above
Q. Proposed Labeling
R. Conclusion
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1.3. ¥ Ay E717] 94
131 9 Ay =m7]7] 178 - v A
1.3.1.1. IVDR F2¥ 4 A&

71E FrEe Agdde]s7]7] By A3 VDD (In-Vitro Diagnostic Devices
Directive (98/79/EC))7} 2017 1 59 25 5 AF 93]l <&l &% IVDR (In-
Vitro Diagnostic Medical Devices Regulation (2017/746/EU)) 74 S & th Aol w2} ¥
A & o] Azt o] whef Zh= o] v F=r 3t 9191 3] 2] NB (Notified Bodies, 15
713 Aol tigk FAlet RUE P o] AstE = 5 STArre] AT A ol ¢
g 7H 2 Wske A G 5717] o STt 5T e] Al #Ek Ao
t}.

Article 47 (Classification of devices)ol| ] A3l 53 &7 ®2 o] 7]&2] list 7]HF &5+
ol 4 A oA A E rule 71HF 5+ 712 (GHTF (Global Harmonization Task
Force)2] SG1/N045:2008)2- =83l $1& =0l w2} Class A~D o] 4 GA|Z H-7F3l+= A
o2 MAHE AT

Article 48 (Conformity assessment procedures)oll whe} ¢]4+H2] Z=7 9 2 g4 3 7)ol

)3t @ o] A3slE o] AA) IVD F ¢F85%7F NB o] 7H=Eo] dro] i, Erlxlthr] 7] &=
O

745 rolof Gk,

ool AAE A ]l A AA B FE Aok 22 A AR o -2 1 8]
T4 skaL, BE VD 7] 719 UDI (Unique Device Identifier, 3252 2 =)E 483},

il
of
)
X
r
2

EUDAMED (European Database on Medical Devices, -5 t] ©] E] #] o] )

2 A0 733l o] HAAE o] 942

1.3.1.2. EC (European Commission, ¢ <15 4 3 9 9 3])

e 89193+ EU (European Union, 4 %) A oS st
7)1 golt} @ =7 2F ol A thE 5= QlE FAllol thal EU &F frE ARl o] o]9) S =
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el A Al WES H1 oo} o A8} A 5 9

= Aesta, AT AFS o W) A AT R hE) AES T8 7149 A

1.3.1.3. CA (Competent Authority, 714 &)

Article 96 (Competent Authority)oll w2} 91 A35te] 3] ¥ =12 IVDR 1A S o3&
4= o] gFAl 7] B0 24 CA (Competent Authority, TF A1 3=)S A A alaL, G5 =8
a3 Ag A, ] B AR E gl el oF ght) 3l =] CAE A A o] 53 A=
A& ECl d&alH, EC= = 7FH CA ¢ 555 EC F3 o] Aol AAZH CA= 7t
= AH AHORA Y SFANE Sl HER ASketar, w77 ¢ @4
sto] J=F 7 A% ¥ 2 A A3E 98] CAMD (Competent Authorities for
Medical Devices, 2] 57]7] Al d=) T2 AEZ A7) o 57|7] 2 ALt 77
710 #E 78 o] o] B3t A5 G g, B/ e

g

1.3.1.4. CE Marking

CE Marking 2 5 W #vj¥] = IVD o] o] 74 o2 Fatgof st 34 vfa=
g a7 7)Fel FeteleA AT A AS AA S Erh A 1S AL AT F
Aol whe} 7] 7] Az = el gigle] A

3}+= DoC (Declaration of Conformity) ¢} <157

E X
=2
o
o)
N
>,
>
Y
Hm
)
(ol
)
~
>,

22 A HIME AA A gAH S Q15T CoC (Certificate of Conformity) 2 -1

T} 43,44

e 1o

1.3.1.5. NB (Notified Bodies, 1% 7] %)

NB = 62 U 2713 CA 9] 3] 7}2 whe 7 3%} Q1= 7| #o = VD 9] A3ty 37}
& 7Y THEAE LHste] IVD ol CE ntaE 5218 A48 Foj gt A3 7t
A AZQA Y] FA A2 BUEE, AZ=J A7 43 ol mbE Ak A3t o

S} QIWIREA W A RTALG EF o R E

ol

1



IVDR ©l| 4] Chapter IV (Notified Bodies) Article 31~46 o] Z %] NB &} #+& 5 A}3FS-
TAS A8 FJaL, AT 71Fe = AAE 7] 918 et 9 V)& Frp d7F 7] Fo
o AA 3K} Article 48 ol 2] &l NB 7} 4l AFsl oF 3t A4 571 dld 7]71<] M7t

stz o] B % ClassA 2 2= Class B, C, D 7} NB A A} t Aol 3] st} 35 43, 44

_

Bodies

Refine list of bodies using search criteria below and click on body name to view details

Search options Search results (12)
Country NOTIFICATION STATUS
Body type Body type Body Name Country
‘ Alltypes
NB 0050 National Standards Authority of Ireland (NSAI) Ireland
Notification status NB 0123 TUV SUD Product Service GmbH Germany
‘ Active v
NB 0124 DEKRA Certification GmbH Germany
Legislation NB 0197 TUV Rheinland LGA Products GmbH Germany
‘ Regulation (EL) 2017/746 on in NB 0344 DEKRA Certification B.V. Netheriands
. NB 0459 GMED SAS France
Procedure [ article or annex
‘ All procedures NB 0483 MDC MEDICAL DEVICE CERTIFICATION GMBH Germany
NB 0537 Eurofins Electric & Electronics Finland Oy Finland
Products
‘ All products NB 2265 3EC International a.s. Slovakia
NB 2797 BSI Group The Netherlands B.V Metherlands
Horizontal technical competence
‘ All competences NB 2962 QMD Services GmbH Austria
NBE 3018 Sertio Oy Finland

[] Show additional criteria
Z2]: EC &9 ¢] #], Notified Bodies 3 (EU) 2017/746 71 2] A 3} (2023. 12.5.)

19 13. European Commission -2 3| ] X] NANDO ©]| 4] &<l 7}53F NB A K.

EC E3lo]A¢] Q15 713 dleo]EfHlo] 2] NANDO ol A &2 A4 ¥ NB & &<1s

il

T 9th 2023 12 9 5 7] 2 (EU) 2017/746 ol wE IVDMD ol o gk A A7} 7}

5%FNB = 12 7t}

AN B2 A ZFNB H F4, Ak 2 73 A EX ) glet HE AR 58 3
ol8l 2= o)t} wak, NB & AALE 2= 9l 7]7] M9, A} gk o] Ao|sln @ A%
A= NB ol AAL AT A sl o F-5 gl el of gt} 43
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1.3.1.6. Authorised Representative (&-<1 t 2] 1)

Article 11 (Authorised Representative)oll w} EU 3] =1 Uo] 554

A
Az7I7] AxR A= FH oA s Aok 71719 +4 A1 W

Jo

1.3.1.7. MDCG (Medical Device Coordination Group, 2] 57]7] 24 1%

Article 98 ol w2} MDCG (Medical Device Coordination Group, 2] &7]7]

it

z=
EC 9] % 9< wko} (EU) 2017/745 Article 103, 104, 107 ol 7+ A ¥ QF= P 3c}. 4f
=

e whell W=W MDCG = 9| 87]7]o tigh A2, 15 7]de] A4 9 e g,
UDI 3! EUDAMED 59| 74| -3l th gk A=A 945 =3 gth. MDCG 9
£ A9 NB 2 A4 B AL dnk ok B AT 8 AR A8 54 A9

.
7} AA A%, 91938 £ 9 A3 A 2o, 947k AT, Vigilance 2 A 7HA]
%43} BAalo] ztae) Al B A9, w77 B AE D A4 ol alvh,

MDCG ol| A 783t 7hold A= o] 5 7] 7] & Wt U9 Article T Annex ol A A

O

E

22}, A7, A= Fol =l oF sk Abgrel] ti gl o] all & 5= Al g A F o]
t}. o] = 7] <& Directive 3ol W7tE © 7}o] el 22l MEDDEVs & W A3+ A o &2 #] 3

Ao g w7k 9 o] E F a1 glt}. "Ongoing guidance development and deliverables

of MDCG Subgroups; A5 Sl dA &3kx o] 48511 9= 7o) =8kl S 89l

=1, _/,: q_ 35,43, 44
1.3.1.8. EU reference laboratories (EURLS)

Article 100 (The European Union reference laboratories)ol] w2} 3 391 3] (EC)=
A9 ARG 57715 BIEeh7] 919 EU 71 AMS (EURL)S A1 5= gl

EU 3] =50l EURL 3-X. A1 A= A Z35HH EC 7} Article 100 Section 4 o] u}2 AR
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&) =7 o5& gelst= Aol Article 100 Section 1, 2 ol Wt 54 9133 B H

N
N
H
rir
o
X
Id
el
lo
N
N
il
0_1
)
o
Y
L
30_4
_HJ
O
o,
=
=)
L)
o
&
(@)
N
N
lo
oX,
olr

she sl s 1

56



1.3.1.9. DoA (Date of Application, 2 -& < =}

Transition Timelines from the Directives to the Regulations
Medical Devices and in vitro Diagnostic Medical Devices
I

Until 25 May 2020 ¥ Ry k-
All certificates issued under the Medical :
Devices Directive (MDD) are vald

MDD/AIMDD
ctives

Dire

ion

From 26 MAY 2017
Devices that conform with the Medical Devices Regulation (MDR)
may be placed on the market

DR
Reguiat

Medical Devices
MD)

26 MAY 2017 MDR enters into force 26 MAY 2020 MDR fully applies

2017 w 2018 09 2020 o 22 2022 —— 228 2024 2025
26 MAY 2017 IVDR enters into force 26 MAY 2022 IVDR fully applies

25 MAY 202225 May 2026 26 May 20k - 27 Moy 205 |
Centificates issued under the IVDD 1
. before the IVDR fuly apples may remain.

Until 25 May 2022
All certificates issued under the I Vitro Diagnestic Medical
Devices Directive (IVDD) are valid

VDD
Directive

From 26 MAY 2017
Devices that conform with the I Vitro Diagnostic Medical Devices Regulation (IVDR) arket
may be placed on the market with the IVDR

in vitro Diagnostic
Medical Devices

IVDR
Regulation

Funded under the Third EU Health Programme

% EC &9 ] %], INFOGRAPHIC TIMELINE (2023. 10. 18)

Z1% 14. MDR ¥ IVDR 717 EFd g9l

288 2017d 59 252 MDR, IVDR 7] ¢ 33 WA A 2S 714 289 A
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1.32. ALt =7]7] 49
IVDR Atrticle 2 (Definitions) #| 2 3}ol] w2 ‘In vitro diagnostic medical device (] <] %
G mr7lyd JIAZSE Fug AAE N, 24 715E EFHE A LA HAst

= AE u| gy

o] &]¢] &= Article 2 2t Bl Al =8 gol & JE A 02 o gt

A 5 &l W= ‘Device for self-testing’©] & #| A7} o5 I AE7H7) ofd
gkelo] Abgate A& BA 0% sk 7712, 94l Hl2E, DNA #34F HAL 5] 8
¥

Al 6 @2 ‘Device for Near patient-testing’-> self-testing = ¥4 .= A}-8-¥] = Z o] o}
W o ® AT AARE 99 A FA(FLA, TRA 5)AA HALE 3] 9
& AFg-8k= 71710l

=
M &I EAL A2 ol ukgol el $170] /b e BAE 2] 9)

3 A8 = 7] 7] o]t ¢
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IVDR 9] 53 ¥ #|7Al= GHTF 2] SG1/N045:2008 = =83 Article 47

s
o

(Classification of devices) 2 Annex VIII o] &J3)] 717]9] o ¥ &% w& 72l
Tl A& AA=E 7|92 7709 rule & Wt TH o T2
a8 159 SFEF FF Aol whgb IvD 717]1E 98 =7} 7 W Class A 5-H

714 & Class D7HA 470 S5 0.2 LR 0], 7 7 o] ge] 75 o] g5 35

Highest risk

Device for detection of Yes
high-risk disease in blood or tissues?
No
Yes
—_—
Device for testing blood Yes High-risk
B —_— —
or tissue compatibility? blood group? No
e
l Ne

m WD for infectious disease, Yes
ancer, genetics, congenital screening e c

of companion diagnostics?

No c
Yes
—
m Self-test or near-patient test Yes Device for testing fertility,
for high-risk disease? pregnancy or cholesteral? Mo

|
-

instrument or specimen receptacle?

l No
m Device not covered Yes

by previous rules?

|~

Device is control without Yes
qualitative or quantitative assigned value?

l No
m Specific IVD-related reagent, Yes n
—_—

Rule 7
Lowest risk

Z7]: QbD GROUP & °]%], IVDR classification of in-vitro diagnostic medical devices: a brief guide for
manufacturers (2023. 10. 12)

~1¥ 15. IVDR Classification Rules o] W} & 53 7 A4}

9] 5t ol] wek VD 7]7]% % 229 o] BREM 7 BRol la wA Ade A
z A Jonw AxAE Ao A AT RY71E AT SHOR BRY



AEF Annex VI 9] 712 & 38l ofF gk}, Article 47 A| 2 ol whe} NB 7} Al 25 A
7} AN BHE T el sk e A9 dlld AR Al 2P A (EE FldlE])
7F $1218k 7o) 3 CA (P Al =)ol 3] 5-HH, Al 2= A9k NB 71 A 2 tHE CA ¢
A gl Q= A F ke CAVE Felste] A4S U

s -‘H‘?jE S A]

ClassA 719 ¥ 35 W7o e 93] jj ok vl <], A A & 7], wash buffer

Adstetd Al Class C ol sl dshA]

Class B 1%; o4l &= AZHA G 7|(LA], 8 2H =
- HAY )
Class C Mol ame] 91 H FF B A v 2, TFEAA, F-H1A2 A
ToxE g AH SRERG 7] 7], AR e 7] 7]

g & HAHABO, Rhesus, Kell, Kidd,

ClassD 7H31 B &% Bylo] 1%9] 9¥
&% Wzlo] ar=el ¢ Duffy) A1 2=, HIV 1/2, HTLV I/1l,

NB ol 9] 3F A3atx 3 717} @ LEt) 447
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1.3.4. A4 H7HConformity Assessment)
1341 234 B7 Az
Article 48 ol u}2} CE Marking ol & 2.3 234 H71 A oA NB = Lukg o 2

QA EAve A 2ge] e PAbsE 42 BRE bl L A5 2ARRI A

7l E AR B T Ao g ] 3522 Annex | o wf
& Ak ebd 2 A a7 AR Annex I, 1 ol wHE 7] s A B A S ZHA ol o

}
A Azo] a7-dTh FF A 9o 71719 918 s uH AT S mE Ht
S 2 A 2~ Article 48 2 Annex IX, X, X1 9l 9J&) ¥ 16 1} o] Ax}7} Lt} 4448

ot
Mo

Conformity assessment routes

® O T®T fﬁﬂ

® 3 ° °
EU Quality Quality Type Quality Type
Declaration Management M Examination M Examination
of Conformity System System Annex X System Annex X
Annex IV Assurance Assurance (includes Assurance (includes
Annex IX Annex IX Technical Annex IX Technical
Documentation) Documentation)
& ° @
Assessment of Assessment of Production Assessment of Production
Technical Technical Quality Technical Quality
* Annex IX Ch Il EU Documentation Documentation Assurance Documentation* Assurance
Sochnical per category per generic Annex XI Annex Annex XI
Documentation device § - device § - IXCh. Il
certificate issued per Annex IX Ch. Il Annex IX Ch. Il
device - § applicable
also to self tests &
near patient tests (B8
& C ) & Companion e J
Diagnostics ; B
9 For Ci For C i Verification by Verification by
Di ics CA Diag ics CA EU Reference EU Reference
C Laboratory Laboratory
Annex IX5.2§ Annex X3

b *  Compliance
Sl. Navigator

W 3hA] & Ak Class A+ Article 17 2 Annex IV o] W2 27} A& 3 25
dE& A3 Annex V ©] CE marking & W=t Hr 3k Class A + Annex IX <]
Chapters I, Il o] w2 =2 2] A28} #2280l 33k AFe 2 Annex X of w2



AN 74 Bl B3 AL S FUHE AlEskal A7 A o] ol NB 9 5<lel] 9] 3|
CE marking <= %=1},

Self-testing 2} NPT 7] 7] & A €] gt L Class B &= Annex IX ol 4] Chapters I, 111 o] t}
2 FATA| 283} A gl #e AR 2 Annex 1X 2] Chapter 11 Section 4 ] A]

S8k 7w AP A 2 AT B3 ARD)E AlESH NB 9 Sl W
< A A E CE marking = W= 5 Ut} self-testing 2+ NPT 71712l Class B +=

Annex IX €] Chapter Il Section 5.1 o] & 7] &A1 & =712 A & 3Hc)

],
Annex IX ¢ Chapters I, 11 o] W& =2 A A 283} 384 Aol B3+ AL 2 Annex
IX ] Chapter Il Section 4914 Q3= 7| &=E(UA2 =7 2 A H7F 3d AL

=

ol

Self-testing, NPT and CDx il &l &5} 2+ U1k Class C = YWt Class B ¢ 5

= AE 4 A S Al AFEET] Self-testing, NPT ol 3 4-3}= Class C £ Annex IX
2] Chapter Il Section 5.1 9 W2 7|&A & F712 Al &3t} CDx ol 3|95t Class
C += Section 5.2 o]l W& FRH 7] 7] 85 = 7|=wA & F7HE AlE5HL CAE
+ EMA (European Medicines Agency, -5 ] ¢F3% %)l 4] Annex I1X Section 5.2 A} &+
gk Y o & 71 H of ghr, 448

Class D = CS (Common Specifications, 3-&AFF)ol &3l 7} A7 2zt CS +

AR eke] g 7]7]0 2813k Harmonized standard (%3} £5)7} IAY B2

w 4-§57] 98] MDCG 5t Felsto] #4 A3k A G & A7 Aol <a) A
© 9 R A LFAGIh, AFe] e TEF FA0 BAHAEAT e 2§

FHEF39193]), CENELEC (European Committee  for  Electrotechnical

Standardization, +H A 771X 53591<3]), ETSI (European Telecommunications

Standards Institute, -5 A 71 A 2T A E]) < 22 FUAE 9 27| A EC Y

L5 ol A7 HIHE S18) W= AlSE, Aul 2, TR A 2o g7 A3 FF0
q,. 43,48, 49

CS 7} 9J+= Class D (CDx #l|2])+= Annex 1X ] Chapters I, 111 o] w2 &F2 F2]A] 2~ H]
3} A Aol W3 AL 2 Annex I1X ol A Chapter 1l Section 5 = #| 2] 3F U #] 7] <=
Al

M
>
il

SFal, Annex IX €] Chapter Il Section 4.9 3}ol] w2} EU reference laboratory
oF

r_>.i
A

1 X535 ook 3k} NB &= EU reference laboratory 7} | A] gk
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214 & CE marking ©] o] €1t} CS 7} §13= Class D (CDx A €])3= CS 7} ¢li= Class
D 2] Axjell F7}2 Article 48 Section 6 o] 2 S H 2 HE7} o 2] 3 A 22 A
= H7F o A& =33 oF st} CDx ol 3l d3l= Class D Annex 1X 2] Chapters |,
o w2 A A 3} 34 4o 33 AR 2 Annex 1X 2] Chapter 11 Section
520 W& kR wr] 7)o Q5= 7|4 FA S A E3FaL, CA 3= EMA (European
Medicines Agency, 4 2] 2k 7)ol 4] Annex IX Section 5.2 AFakoll T3+ & 9= A
%], EU reference laboratory ] 753 &5 ¢ 2 A&7 9 d o] o] "aE X s)joF 2 &
A EUS TS g dT s

Class C, D = F7}= Annex X, X1 o] & A2}LE A€ sk 4= Qlt},
A& 7H A - o] AxtE F2E AHEth NB = 7|84 2
HE, 717] AL o el & g Al &0l ¥ 1A Y AHake S5skeA gletaL <l
=gt}

Annex XI (Production Quality Assurance)= AJAHEd B F o2 7] 7]9] A4kel O]k &
A A 25 A LAY A2 G A S 71719 Azl tial] sole 48 e A

o] AN =A FAlstal HF AT S A8t o2 gk HA o i3 A E W=The

Annex X (Type Examinations)™ @ A& o= AZ=HG A7 AlFo] gk 24 A v}
‘38‘

1.3.4.2. GSPR (General Safety and Performance Requirements, & Wk ¢k 2 A5 Q F-A}

)

[e]

Annex | o] & Atk ok L Als Q FALEHS 3 23 I} gy 4448

3 23. GSPR (General Safety and Performance Requirements, & 5k ¢Hd 2 A% @ FALS)

CHAPTER I. General Requirements (g ¥t & 7A}3}

Safety and Performance (F# % d°5)

Reduction of Risks (Y18 75)

Risk Management System (£ & #H2] A] 2~ 1)

Risk Control Measures and residual risks (93 #H2] 2] 2 7o} 9]3)
Ellmlnatlng or reducing risks related to use error.

(AHE ek A E A AA = TS)

Effects on device’s lifetime (7]17] 9 93 2.4)

Device designing, manufacturing and packaging (7171 A A, Az, 7

8  Risk mitigation measures during normal use (84 AF-& A] =44 o] 2] thH] w4

949 o] 43

a b~ WN -

~N O
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CHAPTER I1. Requirements regarding Performance, Design and Manufacture
(A5, 2A R Az #HE 874

9  Performance characteristics (*d s 57)

10 Chemical, physical, and biological properties (3}8}%], 2] 4, A &-3L4 E4)

11 Infection and microbial contamination (4% % VA& 2. $)

12 Devices incorporating materials of biological origin. (B &34 -2 &2
= 7171)

13 Construction of devices and interaction with their environment
(7171 74 2 A o] F T AR

14 Devices with a measuring function (574 715 °] A+ &)

15 Protection against radiation (A o] T 3 H.3)

16 Electronic programmable systems (1 &} X 2 7138 715 3])

17 Devices connected to or equipped with an energy source.
(AR Lol A4 = A o] 2 4A])

18 Protection against mechanical and thermal risks (7] 41 2}, & %] ¢8| th & 1.35)

19 Protection against the risks posed by devices intended for self-testing or near-patient
testing (XF7F ZAF B SkF 2] AARE 771 = Q1 jdoll gk HE)

filjo

e

CHAPTER I11. Requirements regarding information supplied with the device
(71719 A AZH = BBl 3 L TALY

20 Label and instructions for use (2} 2 A}-8-%] %)
20.1 General requirements regarding the information supplied by the manufacturer.
(A ZAF A5 Bl gk ARE 8 A3}
20.2 Information on the label (2 7] 2} A 1)
20.3 Information on the packaging which maintains the sterile condition of a device
(‘sterile packaging’) (7] 719] B JH] F 48 2 AR ((EHED)
20.4 Information in the instructions for use (AF-&A A1 A 1)
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1.3.4.3. TD (Technical Documentation, 7] %*)
Annex 11 o] A E 7] &5 QA 3 24 9} 7T} 44.50

3 24.IVDR 7| &4 A& QA

Section 1. Device description and specification, including variants and accessories

(171 A8 R AFF(RE & AAIA 2 £33

1. Product or trade name and general device description (intended purpose & user)
(IE7 mE 4 E 2 A 7)7] A (AHE 51 2 A8

2. Basic UDI-DI (7]+; UDI A =8, Al F 2=, 7}‘:4&:1 W3S, 7)e} 4 758k 3z

BEE AHE = Holy o] A1)

3. Intended purpose (e.g., automated, type of specimen(s))
(=8 54 (ol A3 o 7, o A A)

4. Description of the principle (2H& 2] A1)

5. Qualification of the product as a device (A%< 717] 43 +A)

6. Risk class of the device and Classification rule (7]7]12] 918 S5 2 SH87F 713)
7. Components and Reactive ingredients (e.g., antibodies, antigens) (-4 /3 & 2 ¥k-3-4d

A (ol A, 24)
8. Specimen collection and Transport materials (3 # =3 2 &% A5 A ALY
9. (for automated assay) appropriate assay/instrument characteristics or dedicated
instrumentation/assay (A& =21 71719 74 -9-) Ad gt ArANgH] 54 = A8 7] 71/
FapN
10. Software (4= E 9] 9])
11. List of configurations/variants of the device (7] 7]12] A1/ & % )
12. Accessories and device combinations (7] 7] 2} g3l Ab-&3l= A A2 2 7] et
A3)
13. Reference to previous and similar Generations of the Device (¢] 1 =& A} Al 2]
31717])

Section 2. Information supplied by the manufacturer (F|2A} A& A 1)

1. Label (e.g., single unit/sales/transport packaging)
(g}uﬂ AR (oq] g A4 4;%})
2. Instructions for use in the languages (1018 A} ™ A])

Section 3. Design and manufacturing information (2 4] 2 A& A H)

1. Design Information (critical ingredients, subsystems, software, algorithm)
(A R () RE, B9 A28, RZES o], Fa1E] )

2. Manufacturing Information (processes, identification of all sites)
Az AR (Z2A 2, BE A4 2E A1)

Section 4. General Safety and Performance Requirements
(Qut A D A5 L TAR)
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1. Requirements that apply to the device (717] &.7AFa}H
2. Methods used to conformity with requirement (2.7AF3t <=4 W)
3. Harmonised standards, CS or other solutions (3} ¥, 3§

4. |dentity of documents (4] 2] 4 1)

Section 5. Benefit-Risk Analysis and Risk Management
c1d-91d £4 2 913 #4)

1. Benefit-Risk analysis (©]2]-91 & £4])

2. Risk Management ($1 & #&])

Section 6. Product Verification and Validation (A% A% 2 #3884 &9))

1. Specimen Type (A A 13)
2. Analytical Performance (e.g., accuracy, analytical sensitivity/specificity)
(B8 5ol A=, B4 g E/Se )
3. Clinical Performance, Performance Evaluation Report (on the Scientific Validity, the
Clinical/Analytical Performance)
(44 45, 4% B7F waA @t g, QAR 4%)
4. Stability (shelf-life, in-use/shipping stability)
(HEA(FE 713 AR TS 2 A)
5. Software Verification and Validation (~ZE 9o 715 2 F 384 8H9l)
6. Additional information required in specific cases (52 ¢+ 4 ¢ & 75 = F7F A 1)
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principles of clinical evidence for In Vitro Diagnostic medical devices (IVDs) oA &= A

)

FEA A AR s A 2 dolg e =, A B wAEE fe A 2
Aol gk duka A X3} VD o] =8 F7] &<t Julo| E afjof sf= Al 5 A5 5%
ZX], Al S A O] Qg A 7o I E 93] AVRRS ATt o] XA
+ Article 56 2 Annex XIII Part A Section 1 o] &] A ARkA Q1 A5 H7te] A& o
EAT H A S 4GAE A g

Annex XIII ¢l w2} 1 &7 Planning = #| 2= ¢4 #l| 7} PEP (Performance evaluation plan,
s B7F AGA)E o H 1A BefsfiofF shuk PEP 22 7]7] 9] e 54 &
4 ol whet F gk A 2AE eV e A A dAlE gketstr] fg 3

Aolt}, o] 2 Eaf A=Y A= Annex | Sections 1~9 ol A} & 3= okA, 918, A5 (2

sha A, BAA A 4%) 2 A7 59, £5mT L ALS F) ol
e ALl FASES 919 el W o 2 A AR AAE TS 5 9

2 ©H7] Data Establishment = A5 7}l € 23 dlolE & Hala WA st= A
=

WA GSPR 9] ## Ala) A o] E Ao

3 @7+ Analysis, conclusions and documentation &2 A5 H7}& 3+ 34

4 7] Continuous monitoring and updates = A] ¥+ - 2] 44 o 2 A Z Y A= PER,

SSP (Class C, D %1 %) ¥ 7€} &< FA](PSUR (Periodic Safety Update Report, 4 7|

i)
o
r>~l

4 lEelE BalM) 5)E 71719 1 F7] Eot dEelEstar, A& ow
Al 7155 7IHke 2 3 HILE S=3) 3] PMPF (Post Market Performance Follow-up, A]

dF A% ) A E A S8 oF s
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1.3.5.3. Scientific Validity (2}3}
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1.3.5.4. Analytical Performance (4] 4 4
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Analytical performance indicators

analytical sensitivity (limits of blank (LoB), limits of detection (LoD), limits of

quantitation (LoQ))

3

analytical specificity (&= #]
Ao 7+, nx} wkg-o] =

accuracy
a) trueness (bias)

b) precision (intermediate precision, repeatability, reproducibility)

ok o 2 A

3

=
=

}ol o =2 linearity

5|

measuring interval/range (L0OQE

linearity

instrument comparison

cut-off value(s)

carryover and cross contamination

use environment
stability
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o Qe A vlolE & AR ¢ GSPR A3/ B Ht A skA ekl whdhE

= As W7k 8975 AL, PEP ¢ PER ol 1ol W3k &l W& A 3ksto] A&l of g

O:

20, 94H A% B AR

diagnostic sensitivity

- diagnostic specificity

- positive predictive value

- negative predictive value

- number needed to treat/diagnose (SF AbEelAl wx|= FFS ATty 28|
A IR sl oF sh= W fAF )

- number needed to harm/misdiagnose (3 2kl Al WA= ot 33 dketr] 9f ¢
AehH 25 of H Bt )

- positive likelihood ratio

- negative likelihood ratio

- odds ratio

- usability / user interface

of olo = AxPA= ol=d AHE S0l A IVD 9] 94 A 545 A58
el A8 Ve HE A6 A e Al BaAed LA dnk Al =
F38l 42 22 dle]E &= Annex Xl Section 2.3.3. ¢l w2} CPSR (clinical performance

study report, 444 A A8 BuA)E 28 A Hrt Axfol| g
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F30. cHE A T HAE AT B o] E F7]
Rl A Ao E F7] a4 239
All  Performance Evaluation  Throughout the life cycle of the device. Article 56 (6)
and associated From implementation of the manufacturer's Post Market Performance Follow up
documentation (PMPF) plan in accordance with Part B of Annex XIII and the post-market surveillance
plan referred to in Article 79
Continuously through product’s lifetime based on input from PMS and PMPF for all
classes.
Post Market As necessary Avrticle 79
Surveillance Plan
Post-Market Continuously through product’s lifetime based on input from post market surveillance Annex XIII Part
Performance Follow-Up  plan (Annex Il1) B
(PMPF) As necessary, unless specific justification is given.
A&B Performance Evaluation  Continuously through product’s lifetime based on input from PMS and PMPF for all Article 56 (6)
Report classes.
As necessary and as defined in the PMS plan
Post Market When necessary and made available to the notified body and the competent authority Article 80
Surveillance Report upon request
C&D Performance Evaluation  As necessary and at least annually Acrticle 56 (6)

Report

Periodic Safety Update
Report (PSUR)

At least annually

Article 81 (1)

Summary of Safety and
Performance (SSP)

As soon as possible, where necessary

Article 29
Avrticle 56 (6)
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1.3.5.6. 1S0O 20916:2019

"1SO 20916:2019 (en) In vitro diagnostic medical devices — Clinical performance

studies using specimens from human subjects — Good study practice ; =

24 Al AFH T AAE ez Ao gy 7o 4 de R A

l
A
2
=5
MN
N
i
o

S Frtelr] 98 sk 43 A Al Zask Ao A, AF, 3, 7F
2 5 o) gk 7] E=S A A ST
13 189 ZEE== IS0 20916:2019, 7} 1A g CPSP, CPSR 24 A, 4]

Clinical
Performance
Study

}

Does
the study protocol

Non-interventional require patient .
———No Yes ————
study > based on test Interventional Study

results?

See Body of Document

will + Annex A

patient specimens he 9 5:‘,"—‘.”]”" co.r:;?{;{ti.on b ' innex g
o . procedures pose additiona . + Annex

mrfect:: :;r::;ao?g;;nr S5 Yes ) risks to the subjects? Yes + Annex D

study? ) + Annex E

+ Annex F

+Annex G

No No

v

Leftover / Archived
Specimens

|

See Body of Document
+Annex G I~

=2 T 1SO 20916:2019 (en) In vitro diagnostic medical devices — Clinical performance studies using

specimens from human subjects — Good study practice 1 , Figure 1 — Clinical performance study flow chart,

2019. 05. vii p

719 18.1S0 20916:2019 o] A FA A5 AlE £ 5%
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3% 31.1SO 20916:2019 -3

3% A%

Annex A Additional general requirements for certain studies

Annex B Clinical performance study protocol (CPSP)

Annex C Investigator brochure

Annex D  Clinical performance study report

Annex E Communication with the ethics committee

Annex F  Informed consent

Annex G Adverse event categorization

Annex H Good clinical performance study documentation

Annex | Auditing

"1SO 20916:2019; += U424 A Al A Al T AFES 18 ste] A)¢ v S

Considerations

4) ) =¥ AFE A G AHHALE 38t AR, o dukel)
d) AANE HF 2 B Z24(: AAl=ds 1388 53905

we,
X
ok
(it
ol
X
Mo
1
2
=
rot
X
oR

) ME 7] FA4A 4
f) Ao =4, 714 2 J2A: G HA e 7 Al o] 99

9) AAF g a(ell: A A8 84, T4 A )




Article 68 (Conduct of a performance study)= A5 218 53 A <98 A5 AlY

A8 e #5500, 9G4 0E W volE o AL 93] RUE YL Fasto], g
Auel B /1%, nw L uE 22, @F 49, v 4T 0 A o 24E
FRstel Qe AT FA A

AZATL CPSP A4 Aol el A % feld 231 shol 9184, A8 % 7e)
AR A, A7 2 bAES g BE o A& FHota, AS5E A dYE
Agst, olaj:Ale] FEol EIFHE A5 AHstA wAE H A steto
S8l oF dhrh= 93 & whetof g

CPSP o] &= o] of &F= A}8F2 Annex XIII Part A Section 2.3.2.9 77 ¥ o] 911,
7y Aol R4 94 2 A v a) 2R FAlo] TS0 20916:2019, 2] 5.5.3 Contents of the

CPSP £} Annex B, F, G oll Al A] & o] ¢) T}, 445152

3 33. 1SO 20916:2019 2] Contents of the CPSP

CPSP =HA gH=
1. Identification of the clinical performance study protocol (CPSP 2] 74 1))

2. ldentification and description of the IVD medical device under investigation
(B7F 7 7171¢] A JH 5l AT)

3. Sponsor (&] # =}

4. Study site(s) (A& 7]3)
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5. Overall synopsis of the clinical performance study (442 A5 A&l 2] A A 7 Q)

)

S|
7. IVD medical device under investigation and comparator(s) (37} 717] 2 H]

7171)

8. Specimens and when applicable, subjects providing specimens (F A, &3 %=
A9 A A AF A

)

%

I

6. Objectives of the clinical performance study (142 A% A&

&l

9. Procedures (3 7} A=}

10. Monitoring plan (XU E & A &)

11. Data management (Bl ©] €] ¥2])

12. Statistical considerations (=4 4 11e{ A}

13.  Amendments to the CPSP (CPSP 7] % 1)

14. Deviations from clinical performance study protocol (CPSP o] & A}&})

15. Accountability of IVD medical devices under investigation (%8 7} 7] 7]l t g+ 21 <)
16. Statements of conformity (%] &4 A3 ™8 A])

17. Informed consent process (AH4 5 2] A=)

18. Adverse events, adverse device effects and device deficiencies

(P8 A, 717) A8 9 7)) A

19. Bibliography (3aLi-3)

AFA s A1E T3 717HEe CPSP & =4 =S IS0 20916:2019
Section 7.2 (Responsibilities of the sponsor)ell ] 2]z} 2 Q) Alglo] WA= o] It} (3
34)%

3 34. T1SO 20916:2019, ©] Responsibilities of the sponsor

o573 49 4

a) A A% Aol H7F F2IvD 7] 7] it 9]
b) CPSP %4 9% e] &4 of 3 A& WMAUZ 75
0 €N, FADT D LE G BRG] A2 EA 5

d) ZYE Ao e BUEY AA A5
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3 35. "1SO 20916:2019, 2] Contents of the CPSR

Contents of the CPSR

Written form (including electronic or hard copy) (A & 2])
Title page (A3 21 A 17} 3 A5

Table of contents (=-%})

A w poE

Description of the 1VD medical device under investigation (A 7171l of st
A7)

Summary of or a reference to the CPSP (CPSP 7]l A oF, & Al 2-9] @ oF)

Results (A3 A3 4 3L A =38 23] AL 7] 5)

Conclusions (A2} 37}, 913 A 3 @2k 24])

List of abbreviated terms (-2 0] & 2Fo] A 9])

Section on ethics (IRB A& <14 2 & |IRB &53)

© ® N o o

10. Overview of the administrative structure (A & =3 % 2], A A}, o] 8] %)
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g2t 71 F 8 sholEatelo] ANE 5 B2 F ABo] LR A E A9 H 47)
G2 FU5H 71, G2t el A sl = ool S

9 har, et AL, o Akl 5o ALk AT 3 o S| 7] A4 o] 71 A

Institute) 7}o] =2}Q1S FFarel Hr7E 2R B3 B4 V=S BA A

A %= (precision) = A/3ls % =]
off k21 40mAU/mL ol 7172 =71 &
£ W7kl A8 & 7P 2 CLS

Measurement Procedures)<S 13l 20 A1 315 2 H AAHLH/$, 7Fs g 2 A7 o]

m
o
o
a1
v

(Evaluation of Precision of Quantitative

S A, AAF Almbt) 2 3] Wk S48k aL, 54 A9 2 AR F 4 W S (total precision)
o} 4=3) U] AU = (within-run precision) CV 7} 10% ©| WA & H 7} 7= o 2 A glt}.
21 A (linearity)S =4 715 W 9](5-75,000mAU/mL) A 8ke] A4S &<lal7] 9
3 2 AA 5 54 7Hs w1 e AekekA| ol ZAl sk s AAE s Bote
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Expected value 33 71= Al &t 73 219 clinical status 4 2.5 g2ls] A7y 7+ 4

S HAEA S BE (1S, C ¥ 1], (P shE Rk A s AE 54
g A= %389 B =&t
3% 38. Clinical status ol ™2 PIVKA-II 3 7}3% of A|
Subiect N Mean Min Max Central 95% (mAU/mL)
! (mMAU/mL) (mAU/mL) (mAU/mL) Lower limit Upper limit
A7ARA
eA E 4
B ¥ 4

cut-off 31 40mAU/mL & 7]+ 2. 2 H7}stt}
3% 39, v =A F T A A& HIFE oA
Subject AZARA A EQG
n
U 2] £ (%)
Lumipulse

2.1.14. S A A
AE Az} BA o] ALg3F L2 12 EP Evaluator Release 10 (Data Innovation LLC,

South Burlington, VT, USA)¥} 7] 24 Alo] 285 = EAUHEL Algo g F+

T Abol o] B HlalE 5 T-Test, H] B4 w412 Mann-Whitney U test S A 3},
W3 M=o Balo] F71E 79 Pearson's chi-square test S A A3 o)A H 7}7}

=z
T
2 Q3 9 Pvalue<0.05 & 2ol o] lvhar 7F3hS WA gt}

i1}

2.1.15. A e AE Aol A The Rt o] A, Ak S R Qb A9

F7F 710, B, Ak e gy 3 A

_,d
op
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N
lo,
>
o
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Pooled serum

Date 28 (Cut-off ZA}gh)

Repl Rep2 Repl Rep2
A 60.00 61.00 44.00 42.00

Day 1 -
% 60.00 61.00 44.00 43.00
A 60.00 59.00 45.00 43.00

Day 2 -
RSRC 63.00 63.00 44.00 44.00
A 58.00 60.00 41.00 42.00

Day 3 .
RSRC 63.00 62.00 42.00 42.00
A 58.00 61.00 43.00 43.00

Day 4 -
RSRC 60.00 61.00 43.00 43.00
A 57.00 61.00 43.00 43.00

Day 5 -
RSRCS 59.00 60.00 42.00 44.00
A 58.00 58.00 42.00 43.00

Day 6 -
LeRCH 57.00 59.00 42.00 42.00
A 59.00 59.00 42.00 42.00

Day 7 -
LeRCH 59.00 58.00 43.00 45.00
A 60.00 59.00 42.00 44.00

Day 8 -
RSRC 59.00 59.00 43.00 44.00
A 59.00 60.00 44.00 44.00

Day 9 -
SR 61.00 60.00 45.00 43.00
A 61.00 61.00 44.00 43.00

Day 10 -
RSRC 61.00 61.00 44.00 42.00
A 61.00 63.00 44.00 43.00

Day 11 .
RSRCS 64.00 62.00 45.00 45.00
A 64.00 64.00 45.00 45.00

Day 12 -
RS 60.00 62.00 41.00 44.00
A 62.00 59.00 44.00 42.00

Day 13 -
RS 61.00 60.00 41.00 41.00
o] 62.00 58.00 44.00 43.00

Day 14 -
2% 58.00 59.00 42.00 43.00
A 59.00 59.00 44.00 42.00

Day 15 -
2% 59.00 60.00 44.00 43.00




oA 60.00 62.00 263.00 271.00 43.00 44.00
Day 16
Y o 60.00 61.00 264.00 272.00 43.00 44.00
oA 59.00 61.00 265.00 269.00 43.00 42.00
Day 17 -
% 60.00 58.00 269.00 274.00 44.00 43.00
oA 61.00 61.00 278.00 282.00 44.00 43.00
Day 18 -
T 62.00 62.00 269.00 278.00 45,00 44.00
oA 59.00 61.00 277.00 273.00 44.00 44.00
Day 19 -
% 62.00 62.00 278.00 269.00 44.00 42.00
oA 63.00 62.00 275.00 275.00 45.00 43.00
Day 20 -
% 61.00 60.00 273.00 278.00 44.00 43.00
2.3.2. 2} XA (Linearity)
¥ 42. 934 37} Az
. Expected Replicate Replicate Replicate Replicate
Sample  Ratio “yie #1 # #3 4
1 0:4 7.5 7 8 8 7
2 1:3 18713.0 18942 18659 18823 18902
3 2:2 37418.8 38549 37225 38654 39271
4 3:1 56124.4 54926 55263 56278 54271
5 4.0 74830.0 73497 74579 74003 77241

2.3.3. 74344 (Comparison)

A kst A3} o g B9 2.4.3. A3

92

#J (comparison) A & & of] 4] g+c}.



2.3.4. Expected value
3% 43. Clinical status ©l| @2 PIVKA-II 3 7} 2 3}

Subject n Mean Min Max Central 95% (mAU/mL)
(mAU/mL) (mAU/mL) (mAU/mL)
Lower limit  Upper limit
A7AR 257 15 5 33 10 25
ZHAEY 263 5468 8 75000 11 49727
BE 7t¥ 60 23 8 167 10 82
CE d 20 19 10 53 11 38
v 3k 45 145 7 3527 10 183
344, i x Aokt AR 7 A
AA T AZRAR AEYE  BIFUNE  CIE 273 5t
n 257 263 60 20 45
Lumipulse <} 96% 96% 93% 95% 98%
9l dx& (248/257) (252/263) (56/60) (19/20) (44/45)
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2.4, A3} dlo]E 4

2.4.1. "1 & (Precision)

37hA A S 204 3F oFF 23814, A Akl 2814 NHE S 3] 5 8034 1lARRE A
A A8 within-run CV (%)<} total CV (%)t 217 QC 1 1.87%, 2.74%, QC 2 1.87%,
2.92%, pooled serum 2.15%, 2.48% %t =& HAF W] AU =9} F U= CV7Z| 10%

o= AR 7T S S5

I 42. A2 % 37} A ¥H(Within-run CV, Total CV)

Level Within-run CV (%) Total CV (%)

QC1 1.87 2.74

QC2 1.87 2.92
Pooled serum 2.15 2.48

94



2.4.2. 214 (Linearity)

H-o) v 2 8|45k 5 level o] AAE 74 3] wHE SA g Ave] w5 FA g o=
s AR 2 (AARATF) @2 AxRAE AANGE SHT7FsHELQ] 5
75,000mAU/mL °| 4 0.9995 = 3]-&-7]591 0.95 Bt} =gkt 71279 y 23 o] 95%
A 718 0.996 ~ 1.011 ¥} -0.78 ~ 0.72mAU/mML 2 ZF )7L 13 0 & ¥ 338 H717)

=z O Z =
=& S

Scatter Plot

80,000 4

= Line Fit
Poly. Fit

0,000 +

Me asuredAmAUFmme
(=
=
(=]
o

20,000 1

0 20,000 40,000 60,000 80,000
Assigned (mAU/mL)

Slope: 1.004 (0.996 ~ 1.011, 95% confidence interval)
Intercept: -0.03 (-0.78 ~ 0.72, 95% confidence interval)
R2=0.9995

19 19, A4 1 7} A 3}19] Scatter Plot
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2.4.3. 73¥+73 (Comparison)
645 7l A A& Al g Al ¢F HISCL PIVKA-II Assay Kit ¢} ] ZA] ¢ Lumipulse G PIVKA-
1= AAS) A3d & v] a4 7} 43 Al5=(correlation coefficient (r)) & 0.9702 = & &

715291 0.95 Bt} S50} UL S W ok A & Bl
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Scatter Plot (Spec)

80,000 ¥

Riegrassion
1:1 Line . s
| Bin Limits
:ﬁﬂ.ﬂﬂﬂ | Y=-2840.791x .
E s
% . .
E .
?O.DDD ¥ . .
3 ., * .
i * o . .
Ta0,000 + .
- ]
L]
< .
W i i . )
0 20,000 40,000 60,000 80,000
Lumipulse G {mAU/mL)
Bias Plot [Conc)
30.000 ¥ —e—)
23,000 ¥ | —— BinLimits
20,000
15.000 +
.
10,000 + * .
2 5000 .
% ' ol '.. _. L . . * -
. b v -
f‘ﬂq-s.mo-- !- L S
10,000 + .
-15,000 + . ' « "
-20,000 4+
-25.000 + .
-30.000 4 i i . i
D 20,000 40,000 60,000 80.000
Lumipulse G (mALU/mL)
Parcent Bias Plot (Cong)
10— Bin Limits
---------- Mean Bias
75
o 50
= 25 . -
E ' ’ * L : *
i hd . -
é 0 r ] L w L]
- r " *
E .25 _}!L._._’L_ ......... e % —
o 2.
{ =50 [} . . .
L]
=75
=100 4 1 . b +
0 20,000 40,000 60,000 80,000

719 20. HISCL PIVKA-11 £} Lumipulse G PIVKA-II 2]

Lumipulse G (mAL/mL)
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2.4.4. A3H s H7)

e
=

el

A

A A 645 7N H7F A 33k A A9 clinical status 2 A 791 3} A3 tE =

=5
SN
w

2] mean, minimum, maximum, central 95%<] lower limit, upper limit & =% 3l

of AnE AL, L& AN B7hA k) vz o] cut-off &) 40mAU/M

=

=
=

7o 2 B73 2 A19F Lumipulse G PIVKA-II 9] A X8 3% 44 ¢} o] A7
2, A ES, B 1+, C ¥ 1S, 2HA ) ol A 717} 96% (248/257), 96% (252/263),

93% (56/60), 95% (19/20), 98% (44/45)%1 3L, 2 A 2 X] &2 96% (619/645) = T = A] 2F 7}

F2 dAES B
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7| aEA AAR R = 510(k) submission file, GSPR, TD Section 6,
Negse  BAA A A5 request for De Novo PER, PEP, SSP, PMPF
A5 A2 ol T3t 2te class_lflc_atlon, PMA
= application,
= HDE application, IDE
application
A58 7F Aokl A 9 CLIA certificated EU Reference
F 7|F A HATAE 7S clinical laboratory Laboratory
Cho: s FDA NB
A AAL A kA Ad A Thid 504 a0 ca
71 Party =
Bax w7z K4 -biasor inaccuracy analytical  sensitivity,
Eolx AWML AL - imprecision analytical  specificity,
ARt At P O]:ouq’ - analytical sensitivity ~ accuracy, ~ measuring
1= E o s moagen . - analytical specificity  interval/range,
l 15, jﬂf_?co A Clinical sensitivity positive/negative
E 4 s 5 - clinical specificity predictive value ‘5
- TR Rl g 7]7) - CLSI Guidelines - "'Guidance on general
)42 A aE AlA] - TAcceptance of principles of clinical
2 gl @3k A4 Clinical Data to evidence for In Vitro
- TA QAT 877 Support Med_ical_ Dia_gnostic medical
) AF 2 A5 4] @ 7)o Device Appll_catlons devices (IVDs), MDCG
= a}ol (71 $19] o) and Submissions 2022-2
). Frequently Asked - T1SO 20916:2019
rol&7)7) 71 &+ Questions. (en) In vitro diagnostic
= - =777 'i‘ _ T i
€ 7_]"‘—'_ 7, (232 ofE ol A Guidance on medical devices —
A qJﬁ, }\_]'E e Informed Consentfor - oyincal performance
N':k . )ﬂo gy In Vitro Diagnostic studies using specimens
;E—Eu‘zj gol oEF;Ei 71 [L)ezlce S'ﬁdles USiNg from human subjects —
AL ol9t F5 o eTtover Fuman Good study practice |
o] ZA 74 Specimens that are Not
Individually - "EN 13612:2002
Identifiable Performance evaluation

of in vitro diagnostic
medical devices |

=23, 4 5w VIS 7ok 24 T e A ¢ Sl A EE B )
w7171 A5 ST A g o m VA AAE A A s Al

Z o] FQ3}e}s v =2 Class Il 552] 510(k) A=}, Class 111 2] PMA 22}, Class | 7] 7]
Z A3t 717124 De Novo A &5 Azl st 49 A E Aa2E 4S8 ok

Sk} f-5 2 Class B, C, D ¢ ¥ Class A 7} NB A A} thA 0.2 CoC (34 °1%)
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A= A = ell A o] A

4>ﬁ

o] 7 7] 7] “HISCL PIVKA-II Assay Kit”¢] 14

A A PIVKA-IT A €]

2= 57 2 e A 247 9 2

347, %=, 1= H 9 PIVKA-N A 2] 7 e A oF 57
2F F u % #9
K 02080.01 OAU W0102039017
ZFF AR MG HAL  Des-Gamma-Carboxy- Immunochemistry
Al ¥ PIVKA-II Prothrombin (DCP) (Immunology) Other
=5 &5 Test, Alpha Fetoprotein ~ Tumour Markers
2 L3 Subfraction (AFP- Prothrombin Induced by
ZTE9 L3%), For Vitamin K Absence or
Hepatocellular Antagonist-11 (PIVKA-I1)
Carcinoma Risk
Assessment
SR 36w Class Il Class C
. . Wk Class C 2] NB
s7H AR S 510(k) Traditional (Ezonformity assesjnent
1] =0l A PIVKA-II 2 %] & &}+= DCP += Class Il 53 2. & 510(k) Traditional 2 2}ol] u}

2 71817} 71715k A B5 40l AAsHEA qAshe A2 AN AP DS

g3 Qe

2k sko] 71§ 11 ©] Product code database ol A €F1E = Q)+
Quality And Regulatory Services’,

Substantial Equivalence o5& 3 7FEA] € Th® fdoA= Ut Class C 5w o2 71

71817} A E o] v =

FE5 3 18 9] Traditional 510(k) Submission File ©]|

Third party 7] ¥ ‘Global

‘Regulatory Technology Services, LLC || #|% 3l

&l 13 2] NB °l| 4] Conformity assessment = *+=Tt}. Conformity assessment 3}7g ol A ]|

=3l oF 3l 7141 & Annex IX Chapter Il Section 4 ]|

b A gl BeF AR E o

Aol AEsHE AP Azl L 7HE 4

ds B7HE & A
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https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-traditional-510k

48, 9=, 1S 8L A o] PIVKA-IL A ] kA o A 53 7 33
PR i w3 #4
e -BEAH I e #3A 7 EH], S W], - precision / reproducibility - analytical sensitivity (LoB, LoD, LoQ)
A5 HAArPAEsA), ZaskA, HAA=s - linearity / assay reportable range - analytical specificity (testing against
A) - traceability,_stability, expected values !nterferents and cross-reacting substances
SRR Eo|T(mApu-g, 7H4) (controls, calibrators, or methods) in the presence of other substances /
SR A AP A) - detection limit (LoB, LoD, LoQ) agents In spfumen) bi o
QT (3) 58 - analytical specificity (interference, accuracy (trueness (bias), precision
2 HAMA, high dose hook effect) (mtermec_ila_ltg precision, repeatability,
- assay cut-off reproduc_lblll_ty))
- measuring interval / range
(LoQ as the lower limit and linearity as
the upper limit)
- linearity
- instrument comparison
- cut-off value(s)
- carryover and cross contamination
- use environment
- stability
Q] A+ A -QAA M - clinical studies (relative risk) - diagnostic sensitivity
A= A Eo| - clinical cut-off - diagnostic specificity
A Eo EAlo) wlE JAabAH A - expected values / reference range - positive predictive value

- negative predictive value

- number needed to treat/diagnose
(average number of patients that need to
be treated/ diagnosed in order to have an
impact on one person)

- number needed to harm / misdiagnose
(number of patients that need to be
diagnosed/ treated in order have an
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adverse effect on one patient)
- Positive likelihood ratio

- Negative likelihood ratio

- Odds ratio

- Usability / user interface

- Comparison studies - Scientific Validity data
Iz} (Method comparison with predicate
device, Matrix comparison)
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G A4 A= HIEA T A] “Q0X2X2” TREZS A3 «20X2X2” T AF1 S 1

Y 213 o] 4 20 U3 SHF 2 H(L A/ T, M d 2 A7 o] A 1h A o =) 7 ALS)

20x3x3

e A B P P 0 A A s s B 8 5

Z4]: T Clinical and Laboratory Standards Institute. Evaluation of Precision of Quantitative Measurement

Procedures; Approved Guideline. 3rd ed. EP05-A3. , CLSI, September 2014, 17p

719 21. Precision 7} 93} «20x2x2” 2 E 3 t}o|o] 124

o

1S Ball AR ol A o] At gk, 8 3wk
Fan, 219 22,23 7% o] R4k 74 a4l WAk AT WE Fom 5 ANE

.

ol
o
()
g
-
(o
o,
e
M
2l

tu o

M4

e
<

Total Day to Day Run to Run Within Run

IE]I'll.'l

I................|

ZA: T Clinical and Laboratory Standards Institute. Evaluation of Precision of Quantitative Measurement
Procedures; Approved Guideline. 3rd ed. EP05-A3, , CLSI, September 2014, 19p

719 22. Precision o] #AF Al @ 4 HAe] Ast 7)o a9E RAF s 1Y
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r 20)

total mumber of days (generally
result for replicate 1, run j on day i

= mun nuwmber within-day (1 or 2)
= result for replicate 2, run j on day i.
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19 23. Total precision, within-run precision CV(%) AF=2]
= -
2] 2 A (linearity)

o] —

TR ORR W AT N o
op Nr W R OT YT o W H D Bo
R oo NN E s T R
G N R S e T i
= T T oo X oo o oW o T
~ X — N
5 o T Mo © = o o T © 8
oo Ry 0 4 K
~ e Ho ﬂr i r o R e~ w30
W o o o N T
DT SR < = e s RN o
of X . B o= N XN = ~
~— o 7 o T oyy g 9 =)
o= B X g W N
K o WM o, = 4 ' R w
To . K x @ | S -
O‘.# ~X M o~ o OE _z_l o ~o
I E_.g . ~ X . = W ™ X
T X Mo = L R =) A
A el S
TR L B b1 __m PR o
DU iz " = Ho o 9 e
o Aoy e 3BT g <
g LT e 2R =
Tor T on <oy i S o
o <o 8y F oo o~ o Pl
Fow XM oe 6T 330 s %
e o e i o o. o : % B,. e
TEcf3isgsTgl
vy ¥ 3 2o B oo B B
T0 = < M. o7 W XO ~N %0 5 =
i 1~_/l :i m % 3 G 01\_U Alr % :i m
@rﬂ w B g 1X_| o S mﬁ s 9 <]
o o B O N X W & ™A Z]I =
ooy F R %o o ¥ oL N 8
F oo o E R P RRTWE LR D
T g oap o X N o ¥ = o
oo ®mON oo W N R %o
N OB B e Nom oM o WX

fuA

Qo4 AHgaL gl

opAk ¢

A& ol

o

=

o}, g4 7

1

0]
T

] 7]-
107

B8

o
¢l CLSI EP09-A3 S Fardle] & A A

°

g

=
T

=

=

I bias

[©]
=]
=4

=

hy2
=]

A

=
T

e Ea
2

o]



7} Ao =

[©]

=

3

=
=

=, HISCL PIVKA-II Assay Kit

H] ] ok o,

=

=

Lumipulse G PIVKA-II

dr

W

), Bk Aokl

Z_l
"
o
Ho

o)
A

O

X
Z_l

—_
1o

TR

A

3

=

[e)
7= el A

}

h s

}

0]
pal

_(H

=

=

5] 7}

°©

1]

[<]

Lumipulse G PIVKA-II 2} ===

]

oko
-

7} A 3}¢] Scatter Plot, Bias Plot, Percent Bias
|

[c]

=

pYz

7hrlEo s AlTA

[}

]

3%

A

3l

s

o

=

K

7kl A 7187 A

PN
T
e, ol e AR Av A e 24

(e}

E|

O.\l

-

) 91E
&

3}, Weighted Deming regression .2 = %3+ 3]

S

|

gtel

ol ufg} F AleFe] SAHE] 5-75,000mAU/mL ] T2

(correlation coefficient (r2)) > 0.95

645 7= 5 H el %

Plot <

o

)

;OM
N

Az =2 A

-
[}

A A =

=
3

bR 7}

°
R

il =l ] 2]

9]

&

o

ofp

0

vl =, ol M s A

-
T

7F A= 7F 8 7% &= PIVKA-II Assay Kit

+

ﬁo

JJo

s FAH o R vk ol =

S

2EE, 7]l o

& o A A PIVKA-II Assay Kit 2] <

bof A o) 3ol

d|

al

N

108



10.

11.

12.

T7PH R AR AE. TAYG 577, (HE A16433%). 2019. 4. 30.

GHTF/SG1/N045:2008. Principles of In Vitro Diagnostic (IVD) Medical Devices

Classification. 2008.

AE el ebE A, A Awe] 8717] kA A1 E Sl A (R A
=1 35 9 A-1140-01. 2021. 8. 27
ol A&, FasEae] Aol Ak w]7] A4 Ak a2 oSk [AA1eke]

=

T2V EA B TY. AL A s D A 2020. 3;(1)

Allied Market Research [Q1E Y]. In Vitro Diagnostics (IVD) Market Research, 2032.

2023. 10. Access 2023. 10. 22. URL:https://www:.alliedmarketresearch.com/ivd-in-vitro-

diagnostics-market

KHISS [Q1E] Y], FAE/ATAE BA>2 87]7]>FEU>FE (1 7]8). Access 2023.
10. 22.

URL:https://khiss.go.kr/stats?menuld=MENU00346&schText1=EMPLOY#content

rok

TR AN AE. 2020 €] 27]7)444] B4 BaA, B E: 2A-0] 27
7]-2020-78. 2021. 3.
S7FAAEAE [RIEY]. S 2 dsk>ra T A9k FU A, 2020

Access 2023. 10. 22. URL:https://www.cancer.qo.kr/

EA1%. 20223 AHEA1E A A3 2023. 9. 21.

th@kzbebet 3], 2022 A1 X & 7hol =ehel, th@krhek et 3]-=r /oAl H . 2022,

109


https://www.alliedmarketresearch.com/ivd-in-vitro-diagnostics-market
https://www.alliedmarketresearch.com/ivd-in-vitro-diagnostics-market
https://khiss.go.kr/stats?menuId=MENU00346&schText1=EMPLOY#content
https://www.cancer.go.kr/

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

6. 24. URL:https://livercancer.or.kr/study/quidelines.php

ARG, e, FFY, PFE, DA, DAT, etal. HALLE] ek} A TR

Ak FFAEATY TEIEAAZEA PIVKA-ITIS] -84, The Korean journal of

hepatology. 2006;12(3):315-7.

Liebman HA, Furie BC, Tong MJ, Blanchard RA, Lo KJ, Lee SD, et al. Des-gamma-
carboxy (abnormal) prothrombin as a serum marker of primary hepatocellular carcinoma.

N Engl J Med. 1984;310(22):1427-31.

wlokgl 7horol] 4] AFP3} 1] 53 PIVKA-IIE] ek} o] 54 743] [AAFshsl]: o}

NEolobEhAA, (AT Ry]7] FE B ERW o] B F4, (AF

o] ek obx ] ILA] A]2020-3435). 2020. 5. 1.

7 HE A B A, TG 5771 Al (F8]® 718985, 2023. 9.
1., 43714). 2023. 9. 1.

Al Fol R A, TAL RG] 57 7] AA AsAld AE S #ek 4
()3 9 oF3F ok 2] a1A] #12020-30%). 2020. 5. 1.

Ao oFEeb A, AL 577 JdA Al Tl =]l S

A). 55 5 9F41-0640-03. 2020. 11. 26.

Clinical and Laboratory Standards Institute. Evaluation of Precision of Quantitative
Measurement Procedures; Approved Guideline. 3rd ed. EP05-A3. Wayne, PA: Clinical

and Laboratory Standards Institute; 2014.

110


https://livercancer.or.kr/study/guidelines.php

23.

24.

25.

26.

27.

28.

29.

30.

Clinical and Laboratory Standards Institute. Evaluation of Linearity of Quantitative
Measurement Procedures; Approved Guideline. EP06-A. Wayne, PA: Clinical and

Laboratory Standards Institute; 2003.

Clinical and Laboratory Standards Institute. Evaluation of Linearity of Quantitative
Measurement Procedures. 2nd ed. EP06-Ed2. Wayne, PA: Clinical and Laboratory

Standards Institute; 2020.

Clinical and Laboratory Standards Institute. Measurement Procedure Comparison and
Bias Estimation Using Patient Samples; Approved Guideline. 3rd ed. EP09-A3. Wayne,

PA: Clinical and Laboratory Standards Institute; 2013.

fl

AFeleRE Al Te|mr)7] F8 5 EEE el wek AL (AF e et
A 3LA] A12019-50%, 2019. 6. 20, 7117). 2019. 8. 1.

A A, U -2 ALYAEE 2587|719 Q8] 7} A= #gk & [HAFsH]: A
Al gk 2021,

9, olg A, & etal. = 2 79 RV Fi

5 A BAS S5 U o577 FE5EF /1A A5 Journal of biomedical

engineering research : the official journal of the Korean Society of Medical & Biological

Engineering. 2023;44(1):73-9.

N EolokE oA, TH QAT 877 3] 7FA L AAF Sof B3k FA, dAA

(N A el ehA]). 5-ZH 35 9 A]-0636-06. 2023. 6. 28.

A3 ol oot Al A e Al A #81(20231129 7] <E). &AL A|2023-

31. AF

32.

111



33. A&

34. A F

35.

36.

37.

38.

39.

40.

41.

42,

43.

44,

A F O FEbHA. TAAA G 5T 7] QA e A A E o] Ak At
Ay (AF o) fE ek ] LA A]2021-81%, 2021. 10. 15. 71 A4). 2021. 10. 15.

U.S. FDA -& 9] o] %] (https://www.fda.qov/)

eCFR = 3| o] #] (https://www.ecfr.gov/)

CDRH. ' The 510(k) Program: Evaluating Substantial Equivalence in Premarket
Notifications [510(k)](Guidance for Industry and Food and Drug Administration

Staff) ; . 523 &: FDA-2011-D-0652. 2014. 7. 28.

CDRH. Deciding When to Submit a 510(k) for a Change to an Existing Device
(Guidance for Industry and Food and Drug Administration Staff). =% &.: FDA-2011-

D-0453. 2017. 10. 25.

CDRH, CBER. Refuse to Accept Policy for 510(k)s (Guidance for Industry and Food

and Drug Administration Staff). 5= &.: FDA-2012-D-0523. 2022. 4. 21.

U.S. FDA. 510(k) SUBSTANTIAL EQUIVALENCE DETERMINATION DECISION
SUMMARY ASSAY AND INSTRUMENT COMBINATION. 510(k) Number: k100464.

2011. 2. 23.

EC. Factsheet for manufacturers of in-vitro diagnostic medical devices. Ref.

Ares(2018)4182553. 2018. 9. 8.

EC &9 o] %] (https://commission.europa.eu/index en)

EUR-Lex. "Regulation (EU) 2017/746 of the European Parliament and of the Council

of 5 April 2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC

112


https://www.fda.gov/
https://www.ecfr.gov/
https://commission.europa.eu/index_en

45.

46.

47.

48.

49.

50.

51.

52.

53.

54,

55.

and Commission Decision 2010/227/EU, (OJ L 117, 5.5.2017, p. 176-332). 2023. 3. 20.

ol 2 7] 71k A R Y, 52(CE) A 9]87]7] IVDR A% 0|3 2 <

2k W.a1A], 2023, 7. 27.

NSF [$1E 4]. European Commission Extends IVDR Transition Period. Access 2023.

10. 18. URL:https://www.nsf.org/news/european-commission-extends-ivdr-transition-

period

MDCG. " MDCG 2020-16 rev.2, Guidance on Classification Rules for in vitro

Diagnostic Medical Devices under Regulation (EU) 2017/746 . 2023. 2.

BSI [QIE]Y]. IVDR Conformity Assessment Routes. Access 2023. 10. 18.

URL.:https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-

md-ivdr-conformity-assessment-routes-booklet-uk-en.pdf

EU IVDR -& ¥ o] X] (https://euivdr.com/)

TUV SUD [21E Y1]. IVDR Technical Documentation Submission Requirements. Access

2023. 10. 18. URL: https://www.tuvsud.com/en/-/media/global/pdf-files/brochures-and-

infosheets/tuv-sud-ivdr-technical-documentation-submission-requirements.pdf

MDCG. "MDCG 2022-2, Guidance on general principles of clinical evidence for In

Vitro Diagnostic medical devices (IVDs). . 2022. 1.

ISO. "1SO 20916:2019(E), In vitro diagnostic medical devices — Clinical performance

studies using specimens from human subjects — Good study practice . 2019. 5.

IMDRF -2 3| ] %] (https://www.imdrf.org/)

GHWP &3 o] A] (http://www.ahwp.info/index.php/)

A A ek A s A vkel£7]7] 9] kA AA sk Az [AAFsHel): Ao ot
2023.

113


https://www.nsf.org/news/european-commission-extends-ivdr-transition-period
https://www.nsf.org/news/european-commission-extends-ivdr-transition-period
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-ivdr-conformity-assessment-routes-booklet-uk-en.pdf
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-ivdr-conformity-assessment-routes-booklet-uk-en.pdf
https://euivdr.com/
https://www.tuvsud.com/en/-/media/global/pdf-files/brochures-and-infosheets/tuv-sud-ivdr-technical-documentation-submission-requirements.pdf
https://www.tuvsud.com/en/-/media/global/pdf-files/brochures-and-infosheets/tuv-sud-ivdr-technical-documentation-submission-requirements.pdf
https://www.imdrf.org/
http://www.ahwp.info/index.php/

56. WHEE, ARG, A4, AZHY, 25 D PIVKA-I SAS A8 I E a4
Ao -84 H7} Laboratory Medicine Online. 2012;2(2):87-94.

57. Huang S, Jiang F, Wang Y, Yu Y, Ren S, Wang X, et al. Diagnostic performance of tumor markers

AFP and PIVKA-II in Chinese hepatocellular carcinoma patients. Tumor Biology.

2017;39(6):1010428317705763.

114



Abstract

This study investigates in vitro diagnostic medical devices, which analyze specimens
derived from humans or animals outside the body to provide clinically relevant information
for medical decisions. Errors in tests using in vitro diagnostic medical devices can lead to
incorrect medical decisions, potentially impacting patient health and life. Ensuring the safety
and efficacy of these devices before market entry involves approval processes. Products with
higher potential risks among in vitro diagnostic medical devices, either for individuals or the
public, require the submission of more extensive performance evaluation data to demonstrate
safety and efficacy during the approval process. There are some differences in regulations for
the approval process and performance evaluation of in vitro diagnostic medical devices
across countries, posing challenges in understanding the necessary requirements for approval.

This could potentially act as a barrier when entering foreign markets.

In this study, we examine the approval procedures and performance evaluation regulations
for in vitro diagnostic medical devices in the United States and Europe, which collectively
dominate the global medical device market, as well as in South Korea. As an example of
performance evaluation, a clinical performance test of the "HISCL PIVKA-II Assay Kit" was

conducted in accordance with domestic regulations.

PIVKA-II is a tumor marker utilized for the diagnosis and prognosis observation of liver
cancer, a disease with a high incidence and mortality rate in South Korea. The "HISCL
PIVKA-II Assay Kit," classified as Class Ill, requires the submission of technical
documentation and clinical performance testing data for domestic approval. Consequently, a
clinical performance evaluation of the "HISCL PIVKA-II Assay Kit" was performed, and a
comparative assessment with the pre-approved device "Lumipulse G PIVKA-II" was
conducted at Seoul Asan Medical Center. Analytical and clinical performance evaluation
items, including precision, linearity, correlation, and expected values, were assessed by
analyzing patient samples. The evaluation followed established protocols based on the
internationally recognized CLSI guideline, with criteria determined by referencing data from

the pre-approved device and relevant literature. The evaluation results indicated that
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precision, linearity, and correlation all met the predefined criteria, demonstrating good
concordance with the pre-approved device. A comprehensive clinical performance testing
report was prepared based on the analyzed results and submitted to the regulatory authority

for approval of the "HISCL PIVKA-II Assay Kit."

Additionally, a summary of the procedures and considerations that should be followed in
the performance evaluation of the PIVKA-II Assay Kit, assuming the evaluation is
conducted by regulatory authorities in Korea, the United States, and Europe, is provided.
Through this research, differences in the detailed aspects of approval processes, submission
documents, and evaluation procedures among the three regions were identified. However, a
commonality was observed in that devices with higher potential risks, i.e., higher-grade
devices, necessitate more complex approval procedures and the submission of more
extensive performance evaluation data. It was noted that the performance evaluation
guidelines of each regulatory authority, including domestic ones, lack specific guidelines for
practical aspects, such as evaluation items, protocols, and criteria. Therefore, it is crucial to
establish a clinical performance testing plan and engage in consultations with regulatory
authorities, referencing international standard guidelines such as CLSI guidelines and

relevant literature when planning clinical performance testing.
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