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Disclosures

● None



Background
● US: 50 million + patients with chronic pain
● Global: 1 billion + patients
● An increase  need for non opioids solutions for pain re lie f given the  opioid 

pandemic
● Over 12 million ESI procedures yearly in the  US with 88% done  for lumbar 

radiculopathy
● Currently, no product including currently used ESIs approved for epidural use  to 

treat sciatica with safe ty warnings re stricting use

Presenter Notes
Presentation Notes
TFESI 55% of all ESIs, Lumbar/Sacral 88% of all ESIs



SP-102 (SEMDEXA)

● Non opioid nove l injectable  corticoste roid ge l formulation product 
(prese rvative , surfactant, and particulate  free ) deve loped for the  treatment of 
radicular pain

● 10  mg dexamethasone  sodium phosphate  in a viscous ge l solution



Corticosteroid Lumbar Epidural Analgesia for 

Radiculopathy (C.L.E.A.R.) Trial 
● Design: Phase  III - multicente r, randomized, double -blind, placebo-controlled 

study
● Enrollment: 401 patients at 40  clinical site s in the  United States
● Outcome Measures:

○ Primary: Mean change  from base line  to Wee k 4 in Me an Nume ric Pain Rating Scale  (NPRS) of 
pain in affected leg

○ Secondary: Mean change  from base line  to Week 4 in Oswestry Disability Score  Index (ODI)



Inclusion & Exclusion Criteria

● Inclusion Criteria: Ages 18-70 , diagnosis of lumbar radiculopathy
● Exclusion Criteria: history of spine  surgery, diagnosis of insulin dependent 

DM, BMI >40



Study Overview - Objective s

● Injection by healthcare  professional with the  possibility of a second injection as 
early as 1 month afte r first treatment

● Objective: measure  the  e fficacy of a single  injection of experimental SP-102 to 
provide  re lie f of radicular symptoms and investigate  the  side  e ffects of SP-102



Demographics







Adverse Events/Safety Profile

● No se rious adverse  events re lated to the  drug or injection procedure
● No adverse  events of special inte rest such as hematoma and infection at the  

injection site , or paraplegia were  reported
● Established the  safe ty of repeat injections, as patients who experienced 

moderate -to-severe  radicular pain be tween 4 and 20  weeks were  allowed to 
rece ive  additional injection
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