
Appendix D:  Facility Operating Under Parts 820
Adding a Drug or Biologic Constituent Part to a Kit Combination Product

No

Yes

Yes

Does the facility sterilize either the finished kit 
or all of the kit’s constituent parts (not just 
device constituent parts)?

Is the facility changing or modifying the kit’s 
constituent parts or does the kit’s configuration 
itself change or modify any of the kit’s 
constituent parts?  (This includes changes in the 
intended use of the constituent parts.)

Stop.  The kit is being co-packaged.  
The facility is not required to 
implement provisions of Parts 
210/211.

No

Stop.  Use Appendix C 
(“Facility Operating Under 
Part 820: Adding a Drug or 
Biologic Constituent Part 
to a Single Entity  (and 
Certain Kit) Combination 
Product”) for this 
analysis.

START HERE


