NINDS Headache Common Data Elements (CDEs)
Headache CDE Acute Therapies
Patient Reported Outcomes Recommendations
[bookmark: _GoBack]Overview
The Acute Therapies Subgroup recommended that acute and preventive headache clinical studies consider calculating outcome elements that are derived from elements collected in a Headache Diary. Only observations which are relevant to the study’s primary and secondary objectives should be included in headache diaries. The use of diaries that include a multitude of observations could lead to missing data and may overwhelm study subjects leading to poor compliance and difficulty in interpreting study results.
The Headache CDE recommended outcome measures that are summarized in the International Headache Society (HIS) Guidelines for controlled trials of drugs in migraine- Third edition published by the IHS Committee on Clinical Trials in Migraine. It is recommended to reference the IHS Guidelines for controlled trials of drugs in migraine- Third edition for standardized and evidence-based approaches t o conduct and report the migraine and headache outcomes listed below.
Acute Treatment Trials
· Headache/Migraine recurrence
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.1.3 Frequency of attacks and 1.3.3 Incidence or relapse (reoccurrence)
· Pain duration
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.10 Duration of attacks
· Pain-free at various internals
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.2 Percentage of patients pain-free at 2 h and 1.3.5 Total Migraine Freedom
· Phonophobia free and relief
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.16 Migraine-associated symptoms: Phonophobia
· Photophobia free and relief
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.15 Migraine-associated symptoms: Photophobia
· Nausea and Vomiting free/relief
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.14 Migraine-associated symptoms: Nausea
· Sustained pain-free
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.4 Sustained pain-free
· Sustained relief
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 1.3.7 Headache Relief (Headache response)

Preventive Treatment Trials
· Acute medication use
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Sections: 2.2.10 Symptomatic (acute) treatment and 2.3.5 Drug consumption for symptomatic or acute treatment
· Duration
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 2.3.4 Duration in hours
· Headache/Migraine recurrence
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Section: 2.1.3 Frequency of attacks
· Migraine Days / Attacks Per Day
· Refer to the IHS Guidelines for controlled trials of drugs in migraine- Third edition; Sections: 2.3.2 Primary efficacy measures
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