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PURPOSE OF BIOCOMPATIBILITY TESTING

“The primary aim of this part of ISO 10993 is the protection of
humans from potential biological risks arising from the use of
medical devices.” (ISO 10993-1:2009)






CONDUCTING TESTS

Typically, material characterization and
analysis of the device's components are
conducted prior to any biological testing.
This entails removing leachable
compounds from the device or device
components and testing for hazardous
chemicals or cytotoxicity.

Based on the device's intended usage, and
in vitro evaluation can be performed prior
to more complicated and costly in vivo
biological testing. Some examples of in
vitro tests may include skin irritation,
hemocompatibility and immune response
tests. Accurate and comprehensive in vitro
evaluation is highly desirable as in vivo
evaluation, depending on the type of
testing required, may have a very long
turnaround time.

EVALUATING THE DATA
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