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Inclusion Criteria Subjects enrolled in this study must meet the following inclusion criteria, as 
determined by the Investigator: 

1. Subject is male or female between the ages of 18 and 80 years. 

2. Have been diagnosed with chronic, intractable pain of the trunk and/or 
limbs, which has been refractory to conservative therapy for a minimum of 
6 months. 

3. VAS leg pain score ≥ 6 cm. 

4. VAS back pain score ≥ 6 cm. 

5. VAS overall trunk and limb pain score ≥ 6 cm. 

6. Be an appropriate candidate for an SCS trial and the surgical procedures 
required in this study based on the clinical judgment of the Investigator. 

7. Prescribed pain medications have been stable for at least 30 days prior to 
the baseline evaluation. 

8. ODI score of 41-80 (severely disabled or crippled) out of 100 at the 
baseline evaluation. 

9. Be willing and capable of giving informed consent and able to comply with 
study-related requirements, procedures, and visits.   

10. The subject’s primary back pain is located such that lead placement will 
be in the thoracolumbar region. 

Exclusion Criteria Subjects enrolled in this study must not meet the following exclusion criteria, as 
determined by the Investigator: 

1. Have a medical condition or pain in other area(s), not intended to be treated 
with SCS, that could interfere with study procedures, accurate pain 
reporting, and/or confound evaluation of study endpoints, as determined by 
the Investigator. 

2. Have evidence of an active disruptive psychological or psychiatric disorder 
or other known condition significant enough to impact perception of pain, 
compliance of intervention, and/or ability to evaluate treatment outcomes. 

3. Are not a surgical candidate due to a diagnosis of an uncontrolled 
coagulation disorder, bleeding diathesis, progressive peripheral vascular 
disease, uncontrolled diabetes mellitus, or morbid obesity. 

4. Have an existing drug pump and/or SCS system or another active 
implantable device such as a pacemaker, deep brain stimulator (DBS), or 
sacral nerve stimulator (SNS). 

5. Have prior experience with SCS. 

6. Have a condition currently requiring or likely to require the use of MRI or 
diathermy. 

7. Have a life expectancy of less than 1 year. 

8. Have an active systemic infection or local infection in the area of the 
surgical site. 

9. Be allergic, or have shown hypersensitivity, to any materials of the 
neurostimulation system which come in contact with the body. 

10. Be pregnant or nursing (if female and sexually active, subject must be using 
a reliable form of birth control, be surgically sterile, or be at least 2 years 
post-menopausal). 

11. Have a documented history of substance abuse (narcotics, alcohol, etc.) or 
substance dependency in the 6 months prior to the baseline evaluation. 

12. Be concomitantly participating in another clinical study. 

13. Be involved in an injury claim under current litigation or have 
pending/approved worker’s compensation claim. 
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3.2 Target Indication for Use 
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5.4 Minimization of Bias 

 
 
 
 
 
 

 
 
 
 
 
 
 
 
 

   
 

  
 

  
  

 
  

  
 

 
 
 

   

 
 
 

6 STUDY POPULATION 

6.1 Study Sites 

Study subjects will be enrolled at up to 20 US sites. 

6.2 Inclusion Criteria 

Subjects enrolled in this study must meet the following inclusion criteria, as determined by the 
Investigator: 
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1. Subject is male or female between the ages of 18 and 80 years. 

 
2. Have been diagnosed with chronic, intractable pain of the trunk and/or limbs, which has been 

refractory to conservative therapy for a minimum of 6 months. 
 

3. VAS leg pain score ≥ 6 cm. 
 

4. VAS back pain score ≥ 6 cm. 
 

5. VAS overall trunk and limb pain score ≥ 6 cm. 
 

6. Be an appropriate candidate for an SCS trial and the surgical procedures required in this study 
based on the clinical judgment of the Investigator. 

 
7. Prescribed pain medications have been stable for at least 30 days prior to the baseline 

evaluation. 
 

8. ODI score of 41-80 (severely disabled or crippled) out of 100 at the baseline evaluation. 
 

9. Be willing and capable of giving informed consent and able to comply with study-related 
requirements, procedures, and visits.   
 

10. The subject’s primary back pain is located such that lead placement will be in the thoracolumbar 
region. 

6.3 Exclusion Criteria 

Subjects enrolled in this study must not meet the following exclusion criteria, as determined by the 
Investigator: 
 

1. Have a medical condition or pain in other area(s), not intended to be treated with SCS, that 
could interfere with study procedures, accurate pain reporting, and/or confound evaluation of 
study endpoints, as determined by the Investigator. 

 
2. Have evidence of an active disruptive psychological or psychiatric disorder or other known 

condition significant enough to impact perception of pain, compliance of intervention, and/or 
ability to evaluate treatment outcomes. 

 
3. Are not a surgical candidate due to a diagnosis of an uncontrolled coagulation disorder, 

bleeding diathesis, progressive peripheral vascular disease, uncontrolled diabetes mellitus, or 
morbid obesity. 

 
4. Have an existing drug pump and/or SCS system or another active implantable device such as 

a pacemaker, deep brain stimulator (DBS), or sacral nerve stimulator (SNS). 
 

5. Have prior experience with SCS. 
 

6. Have a condition currently requiring or likely to require the use of MRI or diathermy. 
 

7. Have a life expectancy of less than 1 year. 
 

8. Have an active systemic infection or local infection in the area of the surgical site. 
 

9. Be allergic, or have shown hypersensitivity, to any materials of the neurostimulation system 
which come in contact with the body. 
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13.1.4 Product Accountability 

13.2 Ethics 
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13.10 Amendments to the Protocol 

 
 

13.11 Completion, Early Termination, or Suspension of the Study 

 
 
 

 
  

 
  

 
 
 
 

13.12 Record Retention 

 
 
 
 

 
 

   

13.13 Clinical Trials Registry/Database (ClinicalTrials.gov) 

This clinical study will be registered on www.ClinicalTrials.gov. Study results will be submitted as 
required. Per the requirements of 21 CFR Part 50, the ICF will contain a statement that clinical trial 
information will be entered into this clinical trials registry/database.     

13.14 Publication 
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