
A final rule classifying spinal spheres for use in intervertebral fusion 
procedures, a preamendments, unclassified device type, into class III 
(premarket approval), was published on March 30, 2023. See here: 
https://www.federalregister.gov/documents/2023/03/30/2023-
06566/medical-devices-orthopedic-devices-classification-of-spinal-
spheres-for-use-in-intervertebral-fusion.  Concurrently, FDA published a 
final order to require the filing of a premarket approval application 
(PMA) for spinal spheres for use in intervertebral fusion procedures. See 
here: https://www.federalregister.gov/documents/2023/03/30/2023-
06565/effective-date-of-requirement-for-premarket-approval-
applications-for-spinal-spheres-for-use-in. 
 
Please refer to the aforementioned final rule and final order for current 
regulatory requirements for this device type. 
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