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With the global rise in incidence of type-2 diabetes mellitus, there exists a growing 

population of those that will experience Diabetic Peripheral Neuropathy (DPN). Of 

those that experience DPN, a substantial will experience painful DPN (thought to 

occur in up to ~26%).1 Patients diagnosed with DPN who suffer from associated 

chronic pain often display a complex array of clinical manifestations often requiring 

an extensive calibration of treatment regimen according to specific needs of 

patient.2 Additionally, clinical outcomes using 1st and 2nd line therapies (e.g., drugs, 

lifestyle modification, physical therapy) are often suboptimal mainly due to 

occurrence of side effects and/or patient non-compliance.3,4 Furthermore, as a 

result of the burgeoning advances in neuromodulatory-based systems, interest has 

grown in reassessing this patient population when treated with implanted Spinal 

Cord Stimulation (SCS) devices. Accordingly, the American Diabetes Association 

now recommends referring DPN patients to interventional pain management care 

when pharmacological therapies have no meaningful effect.5 Here, we assessed real-

world outcomes of those diagnosed with painful DPN as derived from a subset of 

patients participating in a global, multicenter SCS-patient registry who were 

implanted with contemporary neuromodulation systems capable of more advanced 

and highly customized approaches to therapeutic neurostimulation.

• Real-world responder rate of up to 81% was noted when using an 
SCS system to treat chronic pain in patients diagnosed with DPN.

• Real-world clinical data from the global, multicenter, 
prospectively-enrolled RELIEF registry of a sub-cohort of DPN-
diagnosed SCS patients demonstrated:

• At 12-months follow-up: 

❑ Responder rate of up to 81% at 2-years
❑ Improvement in EQ-5D index (Quality of Life) of 3x minimally 

important difference (MID)6
❑ Consistent high level of satisfaction (up to 95% of patients 

reported improvement)
❑ Low rate of procedural infection 4.7% (2/43)

• This data supports the safety and efficacy of SCS in patients with 
chronic pain diagnosed with diabetic peripheral neuropathy
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Study 
Design 

Prospective, multicenter registry (ClinicalTrials.gov: NCT01719055)

Study 
Device 

Boston Scientific SCS Systems with multiple neurostimulative waveform 
programming: 

•Multiple Independent Current Control (MICC)
•3D anatomically guided algorithms enabling 
precise neural targeting
•Leads with tight contact spacing

Cohort Diagnosis of Diabetic-Peripheral Neuropathy 

Endpoints

•Responder Rate (% of patients reporting ≥50% targeted pain relief)  

❖targeted pain: anatomical site intended to be treated using SCS 

•Quality-of-Life: EuroQoL-5D (EQ-5D) 
•Patient Global Impression of Change (PGIC)
•Infection Rate (procedural)  

Follow-Up 12-, 24-, and 36-months follow-up 

79%
(22/28)

81%
(17/21)

73%
(11/15)

79%
22/28

81%
17/21

73%
11/15

Treatment Responder Rates at Long-Term Follow-Up Quality of Life (EQ-5D)

Baseline Demographics

Gender (% male) 58.1% (25/43)

Age (years) – Mean  (SD) n 66.2 (9.3) 43

Duration of time with chronic pain prior to device implant (yrs.) – Mean (SD) n 14.4 (13.6) 28 
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Patient Global Impression of Change (PGIC)

Adverse Events (AE) related to device and/or procedure

Adverse Event Term (n) Non-serious AE Serious AE Outcome

Implant site pain (3) X resolved 

Fever (1) X resolved 

Headache (1) X resolved 

Implant site infection (1) X resolved 

Safety Outcomes

All related non-serious and serious adverse events resolved. 

• Low rate of procedural infection 4.7% (2/43)
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