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HN =0 =

1. 78 A Z(indirect contact)

A = Va7 A 243 sElH R HSs] A o877
Ee Y8 PY FEFE Tk A(°] B ARIId emr)71e
FEE 1 As =gdoz2 1A%} | =)

3. 5483 YA (toxicological threshold)

51-8&4d F F(tolerable intake, TI), &|-& =% (tolerable exposure, TE),
5] &%t % (allowable limit, AL) T+ /3382 )7 #k(threshold of
toxicological concern, TTQ)} #o] sl 7] olstol|lr= =32 T4

(biological endpoints)ollA F-2k-g-0] WAYSIA] e Aoz didsh= 7IE



7. ¥ Z 4] (non-contacting)

o lo

o)8r)) me olwrlrle] BEE] A4 223 Hgdom} Ko
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P55 E= o]

8. &3 QA (biological safety)

of=d AME HAOIN SEE g B SEoRRE Af2e A

9. =27 ¢ (biological risk)
o577l e dARS doAE&y #dd ol whse A=
Uetu= a4 HalE 718 7hsAds 1 oo AAAde] =%

ofr



10. A A A 3+ (biocompatibility)

ol5717] == dAEZE 58 ARl AAZE AER dhee B
T AEF st= 59
11. 38t A &(chemical constituent)
A7 A (AR A A, ALl bgA, ZAA, AR 5)F E=393 d
As 9 7by BEA(EH, &28A, &2FxA F), 9877 A=
T8N AHREHE Ee 94 &

= Hd =2

12. $1 8 &< (risk management)

Ade A5ty Hrh, B4 9 2UEHHY e JF

(—

H3} 3 AvE AAHoR Aes A

—

13. ¥ @& (risk analysis)
&3t

s 2

ARE AAHOE A3t S 79

A

14. #1 @B 7} (risk evaluation)

AP Hg HsHe AYFH 9

[)

of

| 489 fd= T A9
73 HlWshs Z2AH 2

15. 1 @A (risk assessment)

AREMT A PENE Tt AAA B3



16. ¢J%7]7](medical device)

g57171= =577 A2zl weh Aeold

& 287|7|'H mM2x(82))

@O YoM “QIR7|7|"2 AtOILt SEOH BE Es

x
7|21 A EX| 52 AZEQO Es 0|2 RAISH HIE22M CHE &4 29
OFZIx

O|L StLtof| siEst= MEFS Tetch CREE TofAMH, O UE ofFat o
ofelE A "FOHUFXIE, Hes5=0| UE FOHARZI|F F oX|-EHET|=
H|2fgtCt.
1. 2ES T - X2 - ZH - MA| = ode SHo=E MEBEE NE
2. Aol(I5E) E= HOE TT - X2 - 2T E= BHY FHoE MEBE:=
HE
T EE 7SS 75*} CiM == HIY SHoE AL8E= HNE
4. S =HY SHo = MEEE HE

17. 571719 74318184 FZ(device configuration geometry)

o 87)7] RiEe] mest duiE wd

18. 0214 | 87]7](implant)

A= 3 So7AY 23] e v 21 Ee o ZHS

qAstal Alg Foll I=Z Fof A=F 319kd o] 77]7]

19. YA 5 (material)

o877 EE 98rlr]e] REEoz A4HE §4 Ee A9

REA, B4, T, A, AR Bo] Yk A 2A Fo| B




AR ShehH B4, T2 9 8 54 S B3 /& Pust

A5 oleidt B4 H/E golahl S MR AEE

22. A5 (data set)
og7]7]e] Uk A=A wHeo] EAAS FHse ol TR3 kgt
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27

23. A3 = (direct contact)

olzr)] e elErlrle] HEe] AlA] 22w} BejFoR HESHA B 2

24, AU - 9] dZ2F  YE7)7|(externally communicating medical

device)
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1. A2 H7he 9% DA 4

AA o] AFgsHE BE o877 SAE 2 YAR hF Yot

H7h= [ 2]ol- e Zol, 1SO 14971 W& A e Aol A<
et F7HAIg S Sl sdsior Itk o] A A= Sl

A=Y 28l 8R0S gRlsk, AESH s dideld I 78 7S
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zkz 217F v dAIE B/ 71(good  laboratory practice)oll 2 §3}A
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7} A% 40 e 2R

1) ¥ AEE ¢ 5 7]7](nhon-contacting medical devices)

Q1A o]

A4H wE PHOT PEA 2 o8I

2) EAHEFY <9 57]”|(surface-contacting medical devices)

of) 2l =3™Z(electrodes), 21F =& =(external prostheses) &

2ol AA FEshe J5717E B@h

¥ R(E4E A e I8, skin)oll ¥t HEEe 9 87]7)

|

) B0 £ HET FoAM ASEs 2[=R7(7|o ™A FH|E
et 72 EHo[A(M: HFE FIEE, Clold E= HE, H

38l SD 7t=, USB AH), & mFo| &5t A 2L H

= S FoiE, Bl S50t 22 ™A} BR]), AFEXEe &(0f:

ZoEdx @TsleE, I Uy 2 R BT B 22773

T H[stomach tubes], OIA(S)X} L A|Z&[sigmoidoscopes], & &HZ
[colonoscopes],  #ILiAl&[gastroscopes], 7| &-&%F E[endotracheal
tubes, Tracheal tube], Z|&X|&[bronchoscopes], AUHEELHE=
[dental prostheses], %l 2tul ™ & ZX[[orthodontic devices] % AtZ U

|

1| @1 7| Flintrauterine devices] S)

_23_



@ dE EE 9% FE W (breached or compromised surface)}

off) Hlk shak |ob=2|(granulation tissue)2l Zzi4l(dressing &2 X =27|F

(healing device), WM& # = (occlusive patch) &

3) AW-& dZ2F 957]7]|(externally communicating medical device)
o2 Zo] QA HEFste] <AA AdE FEjolA <72
ARHE o 2sl7E wa
O dEH} 1P FHS(blood path, indirect) : FAIE oA HAEs)7]
9] = UL e o|=7)7) EE HEEF
off) <=2H M| E(solution administration set), =& M| E(blood administration set) &
@ =2, W 9 HolAA e} 3 =(tissue/bone/dentin) : X2, W
Bl oAl HEsAY FAlE AL s = 4T

st 9577 B

)

i

1=
o

i

of) =& (laparoscope), &A A (arthroscope), HiH-& 7|7(draining system),
x| 2t AlH E(dental cement), x| 2t-& &M X (dental filing materials)

2 T2 & Aef Z(skin staple) &

@ =% AF} HZF(circulating blood) : =83t A HEFshe=

of) &

e

tLf ZHeE E{(intravascular catheter), ¢l 3 A & k=718 3 (temporary
pacemaker electrode), &FA2EM 7| (oxygenator), A2l M3 F FE
(extracorporal oxygenator tubing) ¥ F%&, F2A7|(dialyser), F417|

F H(dialysis tubing) & £&%&, €M =M (haemoadsorbent) & ™A

S ZHA| (immunoadsorbent) S

_24_



4) o]2]& 975 7|”|(implant devices)
O3 o] QAo o] Ao HEFsle o877 T
@ (bone) : = W} HFHol= 577

of) MyenE  El(orthopaedic pin), =c:ll0lE(plate), <l=&A
(replacement joint), ¢l=t(bone prostheses), =AlH E(bone

=

cement) 2 = Wjol|l At25t= 2 27| 7|(intraosseous device) S

@ XA (tissue) : T2 X4 EE A Y(tissue fluid)H FH 38t

of) el=MZEErST[(pacemaker), O|AlEe|ekESFR17|(drug supply device), =

SMA MdA 2 X}F=7](heuromuscular sensor and stimulator), @l

S &l E(replacement tendon), ¢l & fgh(breast implant), ¢QlsFF
(artificial larynx), =25t & Z2FE(subperiostal implant), 22 &2 &

(ligation clip)
@ Y (blood) : FE Y} HZFsl= 95717
off) olxzAlEErET|M Z(pacemaker electrode), Q==X 2H(artificial
arteriovenous fistulae), ¢l= 2! &rzt8t(heart valve), 2= & 2H(vascular

graft), 2F=3F ¢! FHE|E{(internal drug—delivery catheter) 2 AlA H =

7| 7*(ventricular assist device)

=
S IE

A

3. BE7)2kel He

D HAS713te] 7%

AA ol HEshe 7|7t wel g o] RFHT
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O A ZF(A)[limited exposure (A)] : 24A1ZF ool 13 =2
W =Eske 9 R7)7]
@ A&%Z(B)[prolonged exposure (B)] : 24A17F &3} 30Y o]

13] & W =3 9 87)7]

o277 mE AAEI} 2 olde] HE/F BRol AIHw
Bt AAGR A@7IEo] AgHolof ATh WE o] WAHE

3. 4B Brl 74

thoBESH AYLHE AT Y % sy gn

[19 2]+ &84, s8-8 B4 &4 3o dxubdl dAxpl A
AAQ1 ABESA H71e] T (endpoint) A EA| AAE A HAFETh
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o]l & A=s I =2 O] & >
2) 1RTe A AESA Woke A FA B A
<A0i>
ME MEC elEmel MEEN HIIE 9l M Y MS
Z+2ks| 7| X etct,
<EFTALERS
ZlolEztel 20%, a8 2 2 FDA 7l0|EHANS| CIS HEXIE S
MEsHM Hot HXE dYe 5 UCh
[ Thart )
| Do the CEVICE CONTACT
_-| the Sody Directly g2 Indirectiy?
SAME Material Formuilation hiis L
s Mareeted Deviee?
ves
SAME Manufscturing Frocess a2 =
a5 Marketed Device? o |
= = |
SAME Geometry & Physaco |- ACCEPTABLE
L] Chemical Properties ——e—— N AFSTIFICATIONT O GalTa
s Marketed Dencs ¥ or Chart &
i TEST DATAF
'r:-, .
LAME Body Fuid Contact — .
5 Mareted Device? e =
Yes
SAME Sterilirabion Prooessy
Method Dose =
a1 Maristed Device?
e
[0 3] M=t HItE fIe EX 5§ HUXE
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Metal o Metal Aoy of Ceramic
Contain Potentially Towic
Substances
At Levels of Concern?
[e-g. Pb. Wi Cr, Zr)

Y |

'

Consult Toxicologit/Cuakified Consdlt T logizt/ Coatificd
ind#vidual: o3

Individual.
—fa—— I Certiflcation to Materkals ——— N — Y — > |
e sart? Are Risks Relevant to Population?

Corsult Attachsmant A [Modified 50
Matrix) y

For Sugpested Blofogical Endpoints

'

Consult Toskolagiat/Qualified Individual
Determine Appropelate Tests if Necessary

¥

Does submission contain acceptable
biccompatibility informstion, chemical
characterization data, and/or |ustification or nisk
assessment for not conducting tests? Tondtologist/Cuakh

—Yes—n Iirdividual
Frowvidss Concisrents

OR

Dises Mister File, if referenced, contain
acceptable biocompatibility snd/or chemistry
imformation that iz applicable to the device?
|

Ma

¥

Yes

1) Guidance for Industry and Food and Drug Administration staff: Use of International standard ISO 10993-1,
“Biological evaluation of medical devices— Part 1: Evaluation and testing within a risk management process”
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Hg HA4z #=x Adg 7IMsEch
<A >
Cytotoxicity  I1ISO 10993-5 Tests for Cytotoxicity — /n Vitro methods
Sensitization 1SO 10993-10  Tests for Sensitization and Irritation

2. AETH HItE A7 7187 Y5717]19H4

7t Y& 717] 7184 H (background)

F5A ¥

1) AEHe - AAEH, 284, AW, 5%, 9%, 51,
e, AF AR S
<Mad>
ot td 2r7|7|e &= E2E 7IMelc
<ZHM OofA[>
B2 - M2|EAAIRY
 ZESEF % S5 — B04050.02[4]
NE=ES
1. Ll SH2 =z 20M oly ofde| REeitis & wEEtls
= Mg shed AL
2. RUMA SHMo=z ool B 0= olsh HAHE RY A

_57_




(]
i
o

il At

loF

7ol

) .__l
KA
B

W

T

._._.
]

1l

b tiah o[ 277

4

L
=)

o A[>

F

Kl

=

E|

o5 — 2lAl of

=
|

A

._._.
m]

1l

o
ST}

a PSE

(=)

-

o
HEE 7|A)

A 2 (21 A 2F

=

o|Z27|7|9 £

Al
o

7¢

4

AL
o

O A[>

F

Kl

_58_




M=
FEEY AN =" (A=) HEEM SoAVMHEH
(UHHF)
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Shaft AH|Qla|A Z+H (SUS 302) A=A 21 (lot
AlZF OfLyf
- XXXXXXX)
- TEFHZE 24 BAHMF)/
Tip to|ElS (ASTM F136) AlZE oIk B—EIO|EH (lot
- XXXXXXX)
7157 MEL *XE MY H|W
FEEB 71571 M= -yl AF o277
Shaft AH|Ql2| A ZH17-4PH) AH|Qla|A ZHSUS 302)
Tip == EIO|EFE(ASTM F 67) Elo|Es €= (ASTM F136)

P HE=SE- MEFe ME=sdxet 4
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. Osong—-MFDS+= 7| 57t A& 29-001% Osongzt Lot &
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A O00ZW7F Eoff=|Act. (57| =7HE Hof &)
o et =70 Zhoj 2
2022 st=(00) «=(00) o|=(00) ==(00) FEH(0O0)
2023 st2(00) 2=(00) 0|=Z(00) Z==2(00) {(00)
2024 st2(00) 2=(00) 0|=Z(00) ==2(00) £(00)
ME Al = A Y 3 o|MAL Sof tist MEE 7K
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U BESE HUE A3 71871 9571719 A vl
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(215) OVEIMIEneIART ==, A=
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ol 52 =80l Ex 2 FIH=[ACh
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ISO 10993-1, Biological evaluation of medical devices — Part 1:

Evaluation and testing within a risk management process

ISO 10993-2, Biological evaluation of medical devices — Part 2:

Animal welfare requirements

ISO 10993-3, Biological evaluation of medical devices — Part 3:

Tests for genotoxicity, carcinogenicity and reproductive toxicity

ISO 10993-4, Biological evaluation of medical devices — Part 4:

Selection of tests for interactions with blood

ISO 10993-5, Biological evaluation of medical devices — Part 5:

Tests for in vitro cytotoxicity

ISO 10993-6, Biological evaluation of medical devices — Part 6:

Tests for local effects after implantation

ISO 10993-7, Biological evaluation of medical devices — Part 7:

Ethylene oxide sterilization residuals

10. ISO 10993-9, Biological evaluation of medical devices — Part 9:

Framework for identification and quantification of potential

degradation products
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11.

12.

13.

14.

15.

16.

17.

18.

19.

ISO 10993-10, Biological evaluation of medical devices — Part

10: Tests for irritation and skin sensitization

ISO 10993-11, Biological evaluation of medical devices — Part

11: Tests for systemic toxicity

ISO 10993-12, Biological evaluation of medical devices — Part

12: Sample preparation and reference materials

ISO 10993-13, Biological evaluation of medical devices — Part
13: Identification and quantification of degradation products

from polymeric medical devices

ISO 10993-14, Biological evaluation of medical devices — Part
14: Identification and quantification of degradation products

from ceramics

ISO 10993-15, Biological evaluation of medical devices — Part
15: Identification and quantification of degradation products

from metals and alloys

ISO 10993-16, Biological evaluation of medical devices — Part
16: Toxicokinetic study design for degradation products and

leachables

ISO 10993-17, Biological evaluation of medical devices — Part

17: Establishment of allowable limits for leachable substances

ISO 10993-18, Biological evaluation of medical devices — Part

18: Chemical characterization of materials
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20. ISO/TS 10993-20, Biological evaluation of medical devices —
Part 20: Principles and methods for immunotoxicology testing

of medical devices

21. ISO 14971, Medical devices — Application of risk management

to medical devices

22. Use of International Standard ISO 10993-1, '"Biological
evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process' — Guidance for Industry

and Food and Drug Administration Staff
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