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Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

Contents Page
0T =T o '
Lo Yo 11T T o vi
1 5 o o o - SRS 1
2 NOIrMAtiVe refErEeNCEeS .......coi i e e s e e e e 1
3 TermsanddefinitioNs ... nan 1
4 General consSiderations ... e 3
4.1 = T o | N 3
4.2 Selection of animal SPECIES ... 3
4.3 ANIMAL STALUS .. s 3
44 Animal care and husbandry ... ———————— 3
4.5 Size and NUMDET Of GrOUPS ......coiiiiceierircrr e e e e e s e s s e s e e e smn e e s mn e e e e e e e e mmn s 4
4.5.1 BT = o s o] U o TSR 4
4.5.2 NUMDEr Of GrOUPS ...cooiiiiiiiiicceiirir s s sser e s s sss s smss s e e s e s ss s s s smmn s e e e e e sa s s samnns e e eesanssssnnnensessanssnnnnnnes 4
453 Treatment CONLIOIS ... s mn e s nnn 4
4.6 ROULE Of @XPOSUIE ....ooieeiiiiiieir iR e e an e e e m e e an e e e a s amn e 5
4.7 Sample preparation ... —————————————— 5
4.8 9 1017 1 T 5
4.8.1 Test sample administration ... 5
4.8.2 DOSAJE VOIUMES .....coiiiiiiiiiiniie i s e e e e e e e e ae s a s an e e e amn e e 5
4.8.3 [ 10X T T3 £ =Y o [ T= o T 6
49 Body weight and food/water consumption ...........cccecocmirrcceernncseerr e 6
4.10 L0 114 TTez= 1o o 7= V£ 1T 4 T 6
4.11 L0 113 TTez= I o Y- 1 1o Lo T )V SRS 6
4.12 2N =1 0o 4 a2 oY= 1 4 Lo Lo T |V SRR 7
413 £ 8 T Ao (== T 4 RS 7
4.14 Quality of iNVestigation ... ————— 7
5 Acute systemic tOXICItY ......ccciiiiiiiiiiiir i ———————————— 7
51 = T o N 7
5.2 StUY deSIgN oo ——————————— 8
5.21 g = 0T 1= 1o 4 S 8
5.2.2 Experimental animals ........cccoooiiiiiiiiiiii e s s s s s s s s s e s e s e s r e rnrrne 8
5.2.3 TeSt CONAILIONS ... s 8
5.24 Body WEIGRLES ...t 9
5.2.5 Clinical 0bSErvations ... e e 9
5.2.6 =11 3 e oo | PSS 9
5.3 Evaluation Criteria ... s ssmn e e s e me e e e e e e s s mnnns 10
5.3.1 =Y 4 1= o 10
5.3.2 Evaluation of reSUILS ...t n e 10
54 T T 1IN =Y o o o 10
6 Repeated exposure systemic toxicity (subacute, subchronic and chronic systemic

L L0 1 1 12
6.1 =Y o = - | 12
6.2 853 0o Ve [T T | PR 12
6.2.1 L (=Y o T= 1= 1o 4 SR 12
6.2.2 Experimental @animals ..o e s s amn e mne e e nnnne 12



6.2.3 B =153 Ao Y 4 Lo 1140 Y 13

6.2.4 Body WeIGhtS ....cocceeiiiiir it ——————— 13
6.2.5 Clinical 0bServations ... ————————— 13
6.2.6 =11 o (oY 13
6.3 Evaluation Criteria .......cccccormerinirnrs e 14
6.3.1 L 7= 3T 14
6.3.2 Evaluation of reSUItS ... ————— 14
L T F= I =T o T o 15
Annex A (informative) Routes of administration ...........ccccoiioiiiiiicncc 16
Annex B (informative) DOSage VOIUMES ........ccceiiiiiimiininsisss s s s s s sssss s s sssss s s ssanes 18
Annex C (informative) Common clinical signs and observations ..........cccccocimirrecirincecenrrccceee s 19

Annex D (informative) Suggested haematology, clinical chemistry and urinalysis measurements20
Annex E (informative) Suggested organ list for histopathological evaluation ..................... 22

Annex F (informative) Organ list for limited histopathology for medical devices subjected to

systemic toXiCity teStING ......ccccciiiiiiii e ————————— 24
Annex G (informative) Information on material-mediated pyrogens .........ccccccvcimiinnisinnnn e, 25
Annex H (informative) Subchronic rat -- Dual routes of parenteral administration .........c.ccccooeiiieniinnas 26
LT o1 o = ] 4 3 28



		2024-04-27T03:55:41+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




