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Supplementary Appendix 1. Exclusion criteria

Participants were excluded if they met any of the following criteria: 1. Difficulty distinguishing migraine from tension-type headache; 2. His-
tory of headache occurring on ≥15 days per month; 3. Receipt of supraorbital nerve block within 4 months prior to the screening visit; 4. 
Receipt of botulinum toxin injection for migraine treatment within 4 months prior to screening; 5. Change in preventive migraine treatment 
within 3 months prior to screening; 6. Diagnosis of other primary headache disorders (excluding tension-type headache occurring fewer than 
4 days per month); 7. Diagnosis of secondary headache disorders, including medication-overuse headache; 8. History of drug or alcohol 
abuse; 9. Presence of contraindications to the investigational device, including implanted metallic or electronic devices in the head or neck 
region (e.g., deep brain stimulators, pacemakers), as specified in the device instructions for use (Dental implants were not considered exclu-
sion criteria); 10. Pregnant or breastfeeding women; 11. Women of childbearing potential who did not agree to maintain abstinence or use 
medically acceptable contraception during the study period; 12. Participation in another clinical trial within 30 days prior to the screening 
visit; 13. Any other condition deemed by the investigator to interfere with study participation, including inability to understand or read the in-
formed consent form.


