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Quality Management System Standard
(e.g. GMP, ISO 13485)

D

* Test report for Biological Safety or
Biocompatibility Data (e.g. ISO
10993 series)

* Test report for Electrical
Safety/Electromagnetic
Compatibility (e.g. IEC 60601 series)

* Test report for Product Specification
or Product Performance and Safety

e Stability Data
* Clinical Trial/Evaluation Report




USFDA use of ISO 10993-1

Table A.1: Biocompatibility Evaluation Endpoints

Medical device catezorization by Biological effect
, Contact
Nature of Body Contact Duration B 3
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External ) A XIX|X|X|0 X
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device C X|X[0]X|JQ0)X[X|0jX]0

* Device categorization information can be obtained informally via email, or as a part of ODE's Pre-Submission
process. Refar to FDA's smdance document “Bequests for Feadback on Madical Device Submissions: The Pre-
Submission Prozram and Mestngs with Food and Drug Administration Staff- Guudance for Industry and FDA
Staff” (February 18, 2014).




USFDA use of ISO 10993-1

Contains Nonbinding Recommendations

Medical device categorization by Biological effect
. Comtact
Nature of Body Contact Duration & 2
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X =150 10983-1:2009 recommendsd endpoints for consideraton®

0 = Additional FDA recommended endpoint for consideration®

Mote * All X"s and ©'s should be addressed in the biological safety evalustion, either through the use of existing
data, additionsl endpoint-specific testing, or 2 rationale for why the endpoint does notf require additional assassment.
Mote " Tissue includes tissue finids and subcutsneous spaces

Mote Forall devices nsed in extracorporeal cirouits

Hote " Reproductive and developments] toxicity should be addressed for novel materials, materials with a known
reproductive or developmental toxicity, devices with relevant target populations (&2, pregnant women), and o
devices where there ic the probability for local presence of device materials in the reproductive organs.

Note (@) Degradation mformation should be provided for any devices, device components, or matenials remainmg in
contact with tissue that are intended to degrade
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