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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
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. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. 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.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

Amendment 1 to ISO 10993-10:2002 was prepared by Technical Committee ISO/TC 194, Biological
evaluation of medical devices.
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Biological evaluation of medical devices —

Part 10:
Tests for irritation and delayed-type hypersensitivity

AMENDMENT 10

Page 1, Clause 1

In the last paragraph, replace “used intradermally in the ocular, oral, rectal, penile and vaginal areas” by the
following:

“used intradermally and in the ocular, oral, rectal, penile and vaginal areas”.

Page 3, definition 3.16

Replace “substance material” by {substance/material’.

Page 4, Clause 4 d)

In the last paragraph, replace the current text by the,following:

“A test of positive-control substance for.skin sensitisation [7] shall be run in a minimum of ten test animals and
five control animals at least every six months by the testing laboratory to verify the test system and
demonstrate a positive response.”

Add to 4 d) last paragraph a NOTE:

NOTE Fewer animals may be used when an assay with a positive control substance is performed more frequently
than once every six months. It is advisable to use at least five test animals with a positive substance and five control
animals.

Page 12, subclause 6.4.4.3.5
Replace first sentence by the following:

“Treatment sites are examined for signs of irritation and the responses are scored immediately after patch
removal and at 1 hto 2 h, 24 h, 48 h and 72 h after patch removal.”

Page 13, subclause 6.4.5.3 e)

Replace first dash by the following:

“response rate at 0 h, 1 hto 2 h, 24 h, 48 h and 72 h and at any other times scored.”
Page 16, subclause 7.4.4.2

In the fourth paragraph, replace “ibnduction” by “induction” and replace “move” by “more”
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Page 19, subclause 7.5.4.3.1

In the third sentence, delete “consecutive” and substitute “Perform” for “Repeat”
Page 23, Annex B

Change “Informative” to “Normative” and replace the title by “Special irritation tests”.
In Annex B.1, replace text by the following:

“The following special irritation tests exist. These tests are relevant for medical devices intended to be applied
to specific areas. If used, a rationale shall be provided for the choice of the test method.”

Page 29, Table B.2

Under “1 Cornea” replace, “Opaque iris visible” by “Opaque, details of iris not visible”.
Page 30, subclause B.4.6

In the first sentence, replace “check” by “cheek”.

Page 31, subclause B.4.8.1

In the first paragraph change “untreated” to “treated”.

Page 35, subclause B.5.8.1

In the first paragraph, change “untreated” to*treated”.

Page 41, Clause C.1

In the second paragraph, replace “Registry of;Toxic,Effects of Chemical Materials (RTECS)” by “Registry of
Toxic Effects of Chemical Substances (RTECS)”.

In the last paragraph, replace “OECD Guideline Draft on Acute Dermal Irritation study in human volunteers” by
“OECD Draft Guideline on Acute Dermal Irritation Study in Human Volunteers”.
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