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0 IS0 IS0 10993-10:1995(E) 

Introduction 

This part of IS0 10993 assesses possible contact hazards from device- 
released chemicals that may produce skin and mucosal irritation, eye irri- 
tation, and delayed contact sensitization. 

Some materials that are included in these devices have been tested, and 
their skin or mucosal irritation or sensitization potential has been docu- 
mented. Other materials and their chemical components have not been 
tested and may act differently when exposed to biological tissues. It is 
incumbent upon the manufacturer to evaluate each device for its human 
toxic potential prior to marketing. 

Traditionally, small animal tests are performed prior to human testing to 
help predict human response. More recently, in vitro tests have been 
added as an alternative. Despite progress and considerable effort in this 
direction, a review of findings suggests that currently no satisfactory in 
vitro test has been devised to eliminate the requirement for in vivo testing. 
Where appropriate, the preliminary use of in vitro methods is encouraged 
as screening tests prior to animal testing. In order to reduce the number 
of animals used, these standards use a step-wise approach with review 
and analysis of test results at each stage. 

It is incumbent upon the investigator to conduct these studies using good 
scientific laboratory practices, complying with regulations related to animal 
welfare. Since the number of animals is restricted, the data obtained may 
be insufficient to warrant the application of statistics. 
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