Appendix A: Facility Operating Under Parts 210/211
Adding a Device Constituent Part to a Single Entity Combination Product
Does the existing quality system of the facility address requirements for:
(1)
Design controls (820.30)?
(2)
Purchasing controls (820.50)?
(3)
CAPA (820.100)?

Yes

Conclusion C

No
Did the facility develop design specifications for
the device constituent part?

Yes

No
Will the facility change the intended use of the
device constituent part?

Yes

No
Is the device a container for the drug?

Yes

No

Perform standard ‘risk
analysis’ to ensure
that the device is a
proper container for
the drug. Is it proper?

No

Perform standard ‘risk analysis’ and
analyze the impact of possible design
changes. Would changes in the
device constituent part pose a
significant safety-related risk to the
end user, or change the effectiveness
of the combination product?

Perform standard ‘risk
analysis’ to ensure that
the device is an
appropriate constituent
part of the finished
combination product.
Is it appropriate?

Yes

Yes

No

No

Yes
Conclusion A

Conclusion A

Conclusion C
Do the device supplier(s) comply with the
relevant controls for the device constituent
part?*
Yes
Conclusion C

No

Can quality system controls
adequately control the risk?

No

Yes

Conclusion B
Conclusion A

Conclusion B

*Note: Even if the analysis indicates that the facility does not need to implement purchasing controls, this step of the analysis should be performed in order
to ensure appropriate supplier controls.

Conclusion A:
Device must be redesigned.

Conclusion B: The facility
must implement the relevant
control to the degree needed
to ensure product quality.

Conclusion C: If you are analyzing design controls or purchasing
controls, the facility does not have to implement this control. If
you are analyzing CAPA, the facility should implement CAPA
and/or integrate CAPA requirements with its existing system to the
degree needed to ensure product quality.

