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Safety and effectiveness of Posterior Cervical Stabilization System (PCSS) as an 
adjunct to Posterior Cervical Fusion (PCF) when used in combination with ACDF 
in the treatment of Multi-Level Degenerative Disc Disease (fuse study)
Anterior cervical discectomy and fusion is the most common surgical treatment for cervical spondylosis with radiculopathy and 
myelopathy.  Nonunion remains a significant problem in patients with multilevel fusions, and those patients with diabetes, poor 
bone quality and smokers. Rates of pseudoarthrosis vary from 0-20% in 1-2 level fusions to > 60% in multilevel fusions. While 
25-30% of those patients with pseudoarthrosis are asymptomatic, many require revision fusion.  

Dr. McCormack and Providence Medical Technology is conducting an FDA investigational devise exemption study comparing 
outcomes of patients with 3 level ACDF versus 3 level ACDF plus adjunctive posterior cervical fusion (PCF) using a posterior 
stabilization system (PCSS).  PCSS is non-segmental instrumentation with integrated screw fixation intended to provide 
immobilization and stabilization of spinal segments. PCSS achieves bilateral facet fixation by spanning the interspace at each 
level with points of fixation at each end of the construct.  

Patients are randomly assigned to ACDF alone or a circumferential cervical fusion (CCF). Those patient with diabetes, history 
of tobacco use and osteopenia are not excluded from enrollment so the study reflects real world use scenarios.  

The study is enrolling 300 patients at 18 sites in the United States. Primary endpoint is fusion on CT scan and dynamic x-ray 
films at 12 months. Non-inferiority composite safety success in CCF compared to ACDF is determined at 24 months.  An 
individual subject is considered a success if all of the following criteria are met:  a. Fusion success as evidence of bridging 
trabecular bone across endplates and < 2° total angular motion, b. improvement in neck disability Index (NDI), c. improvement 
in neurologic function, d. absence of secondary surgical interventions.

For those patients with ACDF and symptomatic nonunion at 12 months they can cross over to the circumferential arm. 
McCormack will discuss the study rationale, design and status and his personal experience with cervical non-union.
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