
ORTHOPEDIC	
  &	
  SPINE	
  
EXPERIENCE	
  

	
  	
   Stat	
  One	
  has	
  deep	
  experience	
  in	
  the	
  design	
  and	
  analysis	
  of	
  orthopedic	
  
devices.	
  	
  	
  The	
  company	
  has	
  worked	
  extensively	
  on	
  spine	
  devices	
  and	
  a	
  
variety	
  of	
  products	
  for	
  the	
  hip	
  and	
  knee.	
  	
  	
  
	
  
Stat	
  One	
  has	
  provided	
  the	
  entire	
  statistical	
  support	
  process	
  within	
  the	
  
orthopedic	
  space	
  starting	
  from	
  sample	
  size	
  and	
  protocol	
  development	
  to	
  
PMA	
  submissions	
  and	
  FDA	
  Panel	
  meetings.	
  	
  	
  

©	
  2018	
  All	
  Rights	
  Reserved	
  |	
  Stat	
  One	
  LLC	
  |	
  Contact	
  (919)	
  244-­‐7707	
  |	
  statonellc.com	
  |	
  



	
  

DEVICES	
  	
  

Orthopedic:	
  

Ø Knee	
  Pain	
  
Ø Heel	
  Pain	
  
Ø THR	
  
Ø Hip	
  Resurfacing	
  
Ø Cartilage	
  Growth	
  
Ø Bone	
  Growth	
  Stimulators	
  
Ø 510	
  (k)	
  Device	
  Products	
  	
  

Spine:	
  

Ø Fusion	
  Products	
  
Ø Artificial	
  Discs	
  
Ø Non-­‐Invasive	
  Procedures	
  

Therapeutic	
  Area	
  Analysis	
  Experience:	
  

Ø Use	
  of	
  Composite	
  Endpoints	
  
Ø Pain	
  Measures	
  
Ø Radiographic	
  Endpoints	
  
Ø Quality	
  of	
  Life	
  Scales	
  (ODI,	
  NDI,	
  SF36,	
  EQ5D)	
  
Ø Device	
  Safety	
  Data	
  
Ø OUS	
  and	
  Observational	
  Data	
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