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These important applications notwithstanding, chemical
characterization alone can be insufficient to establish the
equivalence or biocompatibility of materials and medical devices,
and cannot unilaterally substitute for biological testing.

However, chemical characterization in combination with risk
assessment can be a necessary part of judging chemical
equivalence and assessing biocompatibility, and if appropriately
conducted can be used in lieu of certain biological tests.

(Ref: 5.1 General in 1SO10993-18:2020)
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