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Introduction

Methods

Figure 1. Panel A. CONSORT diagram for subject disposition. Panel B. Fluoro lead 

placement (arrows) and IPG. Panel C. Men headache days (MHD) over time. Panel D.

Mean migraine days (MMD) over time. Panels E-F. MHD and MMD responder rates.

Figure 2. Panels A-C. MSQ domain results following device implantation 

and, Panel D, PGIC results. Both are 4 weeks and 12 weeks following 

implant.

Primary Outcomes
• Neuromodulation of nerve targets in the head 

including occipital (ON) and supraorbital 

trigeminal (SON) have shown promise in the 

treatment of chronic migraine

• Prior research has demonstrated excellent clinical 

outcomes

• However, the implantable systems utilized are not 

designed for the head/neck region

• We describe the use of a novel, entirely head 

based, implantable system to stimulate ON and 

SON simultaneously in the treatment of chronic 

migraine.

• A prospective, multi-center clinical trial is underway 
to examine the preliminary safety and performance 
of a novel, implantable neurostimulator designed to 
be fully located in the head region

• Subjects were recruited at 4 clinical sites and will be 
followed for 12 months

• Subjects suffering from chronic migraine according 
to ICHD-3 guidelines were initially screened by 
completing a 28-day headache diary

• A trial phase was completed to screen if subjects 
were appropriate candidates for the implantable 
system. 

• If they were, bilateral implantable pulse generators 
with integrated leads were placed at the nuchal 
ridge and leads were tunneled targeting right and 
left ON and SON targets. 

• Both monthly migraine (MMD) and headache 
(MHD) days as well as secondary outcomes such as 
migraine specific quality of life (MSQ) and global 
impression of change (GIC) were collected.

• Significant and clinically meaningful reductions in 

both mean headache (10.0) and migraine days (8.9) 

were observed at 4 weeks

• Further improvements in MHD and MMD were 

observed at 12 weeks; 12.8 and 11.9, 

respectively.

• Responder rates (50% reduction in MHD or MMD) 

were 50% at 4 weeks and 100% at 12 weeks – for 

both MHD and MMD

• Similar improvements were observed in secondary 

outcomes such as MSQ and PGIC

• Safety outcomes looked good with all adverse 

events spontaneously recovering 

• Longer-term outcomes will continue to be collected 

to demonstrate sustained effectiveness and safetySAFETY RESULTS

• Patients tolerated the procedure well and experienced 28 adverse 

events, with no SAEs reported

• All  adverse events quickly and spontaneously resolved 
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Secondary Outcomes

Conclusions

Disclosures: ShiraTronics supported this research and is the sponsor of the study.
CAUTION: Investigational device. Limited by Federal (or United States) law to 
investigational use.
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MSQ-RFR: 30.4 point improvement MSQ-RFP: 27.7 point improvement 

MSQ-EF: 42.2 point improvement 
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