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Background

The Pathway Registry is an open label registry of SPG sti-
mulation therapy for cluster headache treatment. In a pre-
vious randomized, double-blind, multi-center study
(Pathway CH-1 study) 68% of patients experienced clini-
cally significant improvements.

Aim

The aim of this interim analysis is to evaluate acute and/or
preventive therapeutic effectiveness at 6 months following
insertion of an SPG neurostimulator.

Method

Therapeutic effectiveness (acute pain response following
SPG stimulation and/or attack frequency reduction) was
analyzed during the first six months following SPG neuro-
stimulator insertion. Acute pain responders achieved relief
from moderate or greater pain, or freedom from mild pain
in 250% of analyzable attacks (with completed diary ques-
tions). Frequency responders achieved >50% attack fre-
quency reduction at the six month study visit (evaluated
over the previous four weeks), versus the 4 week baseline
period.

Results

49 patients have been enrolled, 18 completed follow-up
through six months[R]1] (189 days post-insertion, range
149-238). Average baseline attack frequency was 28.4
attacks/week (range 0-70), and the average attack fre-
quency at 6 months was 17.3 attacks/week (range 0-70),
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a 40% reduction. 67% (12/18) were responders. Of the 12
responders, 67% (N=8) were acute responders, treating
86% of their attacks effectively (N=546). 75% (N=9) were
frequency responders; frequency reduced by 90% (from
22.3 at baseline to 2.1 (range 0-8) attacks/week). 5 patients
were both acute and frequency responders.

Conclusion

Interim data from a registry of cluster headache patients
continues to demonstrate the effectiveness of SPG stimu-
lation therapy.
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