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510(k) Number (if known)
K243916

Device Name
Primus Spinal Fixation System

Indications for Use (Describe)
The Primus Spinal Fixation System is intended to provide immobilization and stabilization of the spine in skeletally 
mature patients as an adjunct to fusion for procedures of the thoracic, lumbar, and sacral spine (T1-S1).  Screws may be 
placed from the thoracic spine through the sacral spine and into the ilium. This system is intended for anterior/
anterolateral non-pedicle fixation, posterior non-pedicle fixation, and posterior pedicle fixation for the following 
indications: degenerative disc disease (DDD) (defined as back pain of discogenic origin with degeneration of the disc 
confirmed by history and radiographic studies), spondylolisthesis, trauma (i.e., fracture or dislocation), spinal stenosis, 
curvatures (i.e., scoliosis, kyphosis, and/or lordosis), tumor, pseudoarthrosis, and failed previous fusion. 
 
The Spinal Elements Primus Spinal Fixation System may be used in conjunction with the Spinal Elements Overwatch 
System. In order to achieve additional levels of fixation, the Primus or Overwatch Fixation Systems may be connected to 
the Lotus Posterior Cervical/Thoracic rod connectors. Transition rods with differing diameters may also be used to 
connect the Lotus Posterior Cervical/Thoracic Spinal System to the Primus or Overwatch Spinal Systems. Refer to the 
Lotus Posterior Cervical/Thoracic Spinal System package insert for a list of Lotus indications for use. 
 
When used for posterior non-cervical pedicle screw fixation in pediatric patients, the Primus and Overwatch implants are 
indicated as an adjunct to fusion to treat adolescent idiopathic scoliosis. Pediatric pedicle screw fixation is limited to a 
posterior approach. 
 
Spinal Elements’ fenestrated screws are intended to be used with saline or radiopaque dye. 
 
These devices are intended to be used with autograft or allogenic bone graft comprised of cancellous and/or 
corticocancellous bone graft. 
 
Spinal Elements’ Navigated Instruments are intended to be used during the preparation and placement of Spinal Elements’ 
Primus screws during spinal surgery to assist the surgeon in precisely locating anatomical structures in either open or 
minimally invasive procedures. These instruments are designed for use with the Medtronic StealthStation® System, which 
is indicated for any medical condition in which the use of stereotactic surgery may be appropriate, and where reference to 
a rigid anatomical structure, such as a vertebra, can be identified relative to a CT or MR based model, fluoroscopy images, 
or digitized landmarks of the anatomy. 

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”


