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4General principles
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4.3 c) packaging materials that directly or indirectly contact the medical device
can transfer chemicals to the medical device and then indirectly to the patient or
clinician;
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4.7 The biological safety of a medical device shall be evaluated by the
manufacturer over the whole life-cycle of a medical device.
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4.8 For re-usable medical devices, biological safety shall be evaluated for the
maximum number of validated processing cycles by the manufacturer.
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HCategorization of medical devices

5.1 General

W 7 IE SRR T A 2 K S I 1SO 18562 AR BIARiE .

5.2.1 Non-contacting medical devices

W br HE o 1 AR AR SR BT AR, WA T AR AR SR BRI T SR A W B HEAT A
PR MEAG S, LR AN R A2 W AR, PRS2 W st 4 DA KR I8 55

5.2.2 Surface-contacting medical devices

a) Skin

B HESS N T NOTE @R, BARG 1K AR LB AR Y B IR 32 b 5 B 5
B2 WA . ORI T ERMESW (A, %48, filEpE. SD
R U f55) MPEEMSW (SsERTH .

5.2.3 Externally communicating medical devices

b) Tissue/bone/dentin

Medical devices or components that do not necessarily directly contact tissue

or bone but serve as conduits to delivery fluids to the tissue or bone.

P 1) 25 43 B il R 1) 3 R SR ARG, BT RROb T ) o D AR BB R N SR
5.3 Categorization by duration of contact

5.3.1 Contact duration categories

c) Long-term exposure (C) — medical devices whose cumulative sum of single,
multiple or repeated contact time exceeds 30 d.

BrhchrErh, A 30 RETFEHMCRH long-term £ 4 1
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5.3.2 Transitory-contacting medical devices
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6Biological evaluation process

6.1 Physical and chemical information

B 253K, physical and chemical information A4 AH 2 ME PF A B B R 56 —
B, BARSLHET 2% 1S0 10993-18, XF T KM EI AT 2% 2017 447 1
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6.2 Gap analysis and selection of biological endpoints

WA, ME 7T ZI AT SEERAE, MBS E S A KRG E, 455
K CLiterature review (SCRRZRIA) HEATHIE . FETEIB LR, HE
FEAE 8 AE RS, DAk 5 B #F 1 A a3 T H -

6.3 Biological testing
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Table A.1 — Endpoints to be addressed in a biological risk assessment

Medical device categorization by Endpoints of biclogical evaluation
Nature of body contact Contact duration
A - limited Irrita Ma- S Repro
(s24h) Physical tionor | terial | Acute| Sub | Sub P3| dem Car | duc-
4 : 2 chr | nta Gen | 5
3 and/or |Cyto intra | media | syste | acu |chro 3 oco cin | tive/ Deg
’ - prolonged - s . . |omic | tion otox Z
Category Contact 28 hto30d chemical | toxi cuta ted mic | te | mic | oo £ |mpa| . | °8° develop | rada
. 030d} informa | city neous | pyro | toxi |tomt|tomi | NI SC i lty“d nic | mental | tionf
C-Lengterm tion reac geni city® |cityb | cityl b ity ityd | toxici-
(=30d) tivity citya tyde
A Xe Eb E E
Intact skin B X E E E
C X E E E
Surface medical A X E E E
device Mucosal membrane B X E E E E E E
c X E E E E E E E E E
Breached or A X E E E E E
compromised B X E E E E E E E
surface C X E E E E E E E E E E E
Blood path, indirect A X E E E E E E
B X E E E E E E E
c X E E E E E E E E E E E E
Externally Tissue/ A X E E E E E
communicating bone/ B X E E E E E E E E
medical device dentin? c X E E E E E E E E E E E
A X E E E E E E Ei
Circulating blood B X E E E E E E E E E
C X E E E E E E E E E E E E
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6.3.2.5 Material-mediated pyrogenicity
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6.3.2.8 Chronic toxicity
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6.3.2.9 Implantation effects
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6.3.2.11 Carcinogenicity
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6.3.2.12 Reproductive and developmental toxicity
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6.3.2.13 Degradation

B A BTG IRIE, TR . 6T R R ST S, M3 AR AR B
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Iy, T RN RS . AR AT 2 AR ME Y 1SO 10993-9, ISO
10993-13, 1SO 10993-14, ISO 10993-15.
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