
2003-01.Slovenski inštitut za standardizacijo. Razmnoževanje celote ali delov tega standarda ni dovoljeno.

Biological evaluation of medical devices - Part 6: Tests for local effects after implantation 
(ISO 10993-6:1994)

Bioloġko ovrednotenje medicinskih pripomoļkov - 6. del: Preskusi, povezani z
lokalnimi uļinki po implantaciji (ISO 10993-6:1994)

Evaluation biologique des dispositifs médicaux - Partie 6: Essais concernant les effets 
locaux apres implantation (ISO 10993-6:1994)

Biologische Beurteilung von Medizinprodukten - Teil 6: Prüfungen auf lokale Effekte nach 
Implantationen (ISO 10993-6:1994)

Ta slovenski standard je istoveten z: EN 30993-6:1994

SIST EN 30993-6:2000 en

11.100.20 Bioloġko ovrednotenje
medicinskih pripomoļkov

Biological evaluation of 
medical devices

ICS:

SLOVENSKI  STANDARD
SIST EN 30993-6:2000

01-januar-2000

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



 

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



 

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



INTERNATIONAL 
STANDARD 

IS0 
10993-6 

First edition 
1994-07-l 5 

Biological evaluation of medical devices - 

Part 6: 
Tests for local effects after implantation 

haha tion biologique des dispositifs medicaux - 

Partie 6: Essais concernan t /es effets locaux apr&s implantation 

Reference number 
IS0 10993-6:1994(E) 

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



IS0 10993=6:1994(E) 

Contents 
Page 

1 Scope . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1 

2 Normative references . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1 

3 Common provisions for implantation test methods . . . . . . . . . . . . . . . . . 1 

4 Test method for implantation in subcutaneous tissue . . . . . . . . . . . . . 5 

5 Test method for implantation in muscle . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 6 

6 Test method for implantation in bone . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 6 

Annexes 

A Control materials . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . a 

B Cylindrical specimen . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 9 

C Bibliography . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 10 

0 IS0 1994 
All rights resewed. Unless otherwise specified, no part of this publication may be reproduced 
or utilized in any form or by any means, electronic or mechanical, including photocopying and 
microfilm, without permission in writing from the publisher. 

International Organization for Standardization 
Case Postale 56 l CH-1211 Geneve 20 l Switzerland 

Printed in Switzerland 

ii 

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 30993-6:2000
https://standards.iteh.ai/catalog/standards/sist/ff5a4811-d002-4e6c-9f6d-

6e5becd223f4/sist-en-30993-6-2000



Foreword 

IS0 (the International Organization for Standardization) is a worldwide 
federation of national standards bodies (IS0 member bodies). The work 
of preparing International Standards is normally carried out through IS0 
technical committees. Each member body interested in a subject for 
which a technical committee has been established has the right to be 
represented on that committee. International organizations, governmental 
and non-governmental, in liaison with ISO, also take part in the work. IS0 
collaborates closely with the International Electrotechnical Commission 
(IEC) on all matters of electrotechnical standardization. 

Draft International Standards adopted by the technical committees are 
circulated to the member bodies for voting. Publication as an International 
Standard requires approval by at least 75 % of the member bodies casting 
a vote. 

International Standard IS0 10993-6 was prepared by Technical Committee 
lSO/TC 194, Biological evaluation of medical devices. 

IS0 10993 consists of the following parts, under the general title Biological 
evaluation of medical devices: 

- Part 1: Guidance on selection of tests 

- Part 2: Animal welfare requirements 

- Part 3: Tests for genotoxicity, carcinogenicity and reproductive 
toxicity 

- Part 4: Selection of tests for interactions with blood 

- Part 5: Tests for cytotoxicity: in vitro methods 

- Part 6: Tests for local effects after implantation 

- Part 7: Ethylene oxide steriiiza tion residuals 

- Part 9: Degradation of materials related to biological testing 
[Technical Report] 

- Part 10: Tests for irritation and sensitization 

- Part 11: Tests for systemic toxicity 

- Part 12: Sample preparation and reference materials 

- Part 13: ldentifica tion and quantification of degradation products 
from polymers 
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- Part 14: lden tifica tion and quantification of degradation products 
from ceramics 

- Part 15: lden tifica tion and quantification of 
from coated and uncoated metals and alloys 

degradation products 

- Part 16: General guidance on toxicokinetic study design for degra- 
dation products and leachables from medical devices 

- Part 17: Glutaraldehyde and 
sterilized medical devices 

formaldehyde residues industrially 

Future parts will deal with other relevant aspects of biological testing. 

Annexes A, B and C of this part of IS0 10993 are for information only. 
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Introduction 

This International Standard gives methods of biological testing of medical 
and dental materials and devices, and their evaluation in regard to their 
biocompatibility. 

IS0 10993-l offers a guide for selection of methods for biological testing. 
The intention is to reduce animal tests to the justifiable minimum (see 
IS0 10993-2). A search of the literature precedes any testing, as data 
concerning the biological safety of the candidate material could be avail- 
able. 

The test methods described in this part of IS0 10993 are based on es- 
tablished implantation tests. This part of IS0 10993 describes animal tests 
for the study of local effects after implantation. The use of in vivo im- 
plantation techniques for characterizing the biological response of tissues 
to materials allows for the assessment of such materials not achieved by 
other procedures. 

These test methods may not be appropriate for all types of medical de- 
vices. The user is cautioned to consider the appropriateness of the 
method in view of the materials being tested, their potential applications, 
and the recommendations contained in IS0 10993-l. 

lSO/TC 194 appreciates any information for the further development of 
this part of IS0 10993. 
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