Appendix B: Facility Operating Under Parts 210/211
Adding a Device Constituent Part to a Kit Combination Product

Does the facility have systems to manage and
control design specifications, including to assess the
impact of a device change on the quality and
intended use of the finished combination product?

Yes

v

Does the facility have systems to control the quality
of purchased products and services, including
devices?

Yes

y

Does the facility have systems to accomplish the
objectives set forth in 820.100 with respect to the
device’s impact on the finished product (i.e.,
analyze and investigate quality problems and verify
and validate solutions)?

Yes
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issue for the device constituent part?

Does the device supplier(s) comply with the controls at

Yes




