DIN EN ISO 7405:2019-03 (E)

Dentistry - Evaluation of biocompatibility of medical devices used in dentistry (ISO
7405:2018, Corrected version 201 8-12)

Contents Page
EUropean fOr@WORId ............iiiiiiiiiccisineere s sssssssseee e s e s s s s s s s s e e e eesa s s s ams s e e e e e san s amneeeeeesanssssnmnnneenessnsssnnennesnnnnn 4
0T =T o 5
0 Yo 11T T o 6
1 S o o o - 7
2 NOIrMALiVe FEFEIrENCES ......ooiieieeeccee e e e e e s e s e s e e mn e e smn e e e s mn e e e e smme e e e s e e e nnsmmnnnan 7
3 Terms and definitioNs ... ————————— 7
4 Categorization of medical deViCes ........cccciiiiiiiiicciscrrr s ennnes 8
41 Categorization by nature of contact ... —————— 8
411 = 0 =T - SN 8
41.2 NON-CONLACE AEVICES ....ooiieciiiie i s s mmn e e e e s e e smnn e e e e s s s mnmnnnes 9
41.3 Surface-contacting deviCes ... ———————— 9
41.4 External communicating deviCes .........cccoiiiiiiniiii s ——— 9
41.5 Implant devices used in dentistry ..........ccccciiinii i ———————— 9
4.2 Categorization by duration of contact ............cccoeeirirccirr e 9
421 =Y o = - | 9
4.2.2 Limited eXPOSUIre AeVICES ......ciiiiiiiiiciiciirir s irscsssssrre e s s sss s sssmsss s e e s s s s smmn s e e e e s sas s s ssmsne e e eassssnnnnnnnes 9
4.2.3 Prolonged eXPpOSUre dEVICES ........ciiiccerrcirrriiiiisissssmerersssssssssssmsessssssssssssssmsssssssssssssssmsssssssssssnmsnnenes 9
42.4 Permanent contact deVviCes ..ot ————————— 10
5 Biological evaluation ProCess ... ———— 10
5.1 7= 1= o | 10
5.2 Selection of tests and overall assessment ..o ———— 10
5.3 Selection of test Methods ... 10
5.4 TYPES Of tEST e ——————————— 1
5.4.1 =Y o = - | 11
5.4.2 Physical and chemical characterization ............cccoooiiiiiiiii 1
5.4.3 € o 11T o N PSSP 1
5.4.4 ] o T T o TN | SO 1
5.4.5 ] o T T o TN | SO 12
5.5 Re-evaluation of biocompatibility .........ccccccmiiiiiiciiri e 12
6 Test procedures specific to dental materials .........cccccveiiiiiiiicnc 12
6.1 Recommendations for sample preparation ... ——— 12
6.1.1 = T - | 12
6.1.2 General recommendations for sample preparation ... s 12
6.1.3 Specific recommendations for light curing materials .........cccccrreeieiirnrcce s 13
6.1.4 Specific recommendations for chemically setting materials ........ccccocoocirrieiciincccerercceeeene 14
6.1.5 Positive control material ... —————— 14
6.2 Agar diffuSion teSt ........ooi i n e e e e e n s nnnnne 14
6.2.1 L0 ] o 1= o3 4 Y SO 14
6.2.2 0= | I 1T - 14
6.2.3 Culture medium, reagents and equipmeNnt ..........ccciiiiiiiiiri i ————— 14
6.2.4 Sample preparation ... —————————————— 15
6.2.5 00 011 o1 15
6.2.6 LIS o e = LT - 15



6.2.7 Parameters of aSSeSSMEeNt ... e 15
6.2.8 AssessSmeNnt Of reSUILS ... e 16
6.2.9 =53 08 0= o T N 17
6.3 Filter diffusion test .........ooo i s 17
6.3.1 L0 T ¢ 1= - 17
6.3.2 L0 | T - 17
6.3.3 Culture medium, reagents and equipment ... 17
6.3.4 RST= 10 4 0 (=38 o (=T o 2= 1= 11 e o S 17
6.3.5 00 011 o 18
6.3.6 TSt ProCEAUIE ... e n s 18
6.3.7 Assessment of cell damage ... ——————————————— 18
6.3.8 AssessSmMeENt Of reSUILS ... e e 19
6.3.9 IS5 0 (=Y XY o 19
6.4 Pulp and dentine usage test ..........ooo i ——— 19
6.4.1 L0 T ¢ 1= - 19
6.4.2 Animals and animal WeIfare ..........cooo i rrrre e e 19
6.4.3 I3 8 o (oY = [T - S 20
6.4.4 Assessment Of FeSUIS ........cooiiiii e 25
6.4.5 IS5 0 (= oo S 25
6.5 Pulp capping test ... ————— 25
6.5.1 L0 T 0 1= - 25
6.5.2 Animals and animal Welfare ... e 25
6.5.3 IS5 o o = [T - 26
6.5.4 Assessment Of reSUILS ... e 28
6.5.5 IS5 8 (= o To T o 28
6.6 Endodontic usage test ... 28
6.6.1 L0 T ¢ 1= o - 28
6.6.2 Animals and animal WeIfare ..o e me e e 28
6.6.3 I3 A o (oY o= [T - S 28
6.6.4 AssessSmMeNnt Of reSUIS .....c..eoiiiiii e 30
6.6.5 IS5 0 (= oo S 31
Annex A (informative) Types of test to be considered for evaluation of biocompatibility of medical
devices used iN dentistry ... ———————————— 32
Annex B (informative) Dentine barrier cytotoxicity test ........cccovvvmiiiiicnii 35
Annex C (informative) Endosseous dental implant usage test ...........cccooireoiiircccirrrcecresrsccee e 43
L5310 e [ =1 ] 4 7/ PR 47



		2026-06-27T07:34:42+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




