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for Real World Data studies in headache.

Importance:

1. Real-world evidence (RWE) studies are an important tool for investigating the effectiveness in
clinical practice and safety of treatments for headache disorders.

2. These studies use data that is generated from routine clinical practice from a variety of sources
and can help to identify unmet needs in headache care and guide new therapies.

3. Real-world evidence (RWE) pertains to the clinical evidence surrounding the utilization, as well
as the potential advantages or drawbacks of treatment, which is extracted through an analysis
of real-world data (RWD).

4. RWE studies can present unique challenges, including data quality issues, selection bias, and
confounding factors.
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Discussion from last Round Table: 9

SUGGESTIONS FOR NEW CLINICAL TRIAL GUIDELINES:

Menstrual Migraine:
With increasing knowledge on menstrual migraine definition and increasing interest in the field it
seems opportune to develop a specific “situational prevention” guideline

Digital Therapeutics for Headache Management:
With the increasing use of mobile apps and wearables for health management, clinical trials could
evaluate the efficacy of digital tools based on ICHD-3 criteria for diagnosing, monitoring, and
treating headache disorders.

Combination Therapies:
Explore guidelines for trials testing combined pharmacological and behavioral therapies, particularly
in refractory headache disorders.

Non-Invasive Neuromodulation:
Given the rise in neuromodulation devices, new trials focusing on these technologies for different
headache subtypes might be developed.



From this Round Table discussion: SR

SUGGESTIONS FOR NEW GUIDELINES :

Menstrual Migraine:
Should fit with current trials — need to engage EMA and FDA
Digital Therapeutics for Headache Management:
Can be explored further, also adding combination of pharmacological and behavioral therapies
Combination Therapies:
General remark, very difficult for pharmacological studies, mostly concerning side-effects and not
the additional effect perse (remark Pfizer)
Cluster headache:
Need for other outcome measurements ?, suggestion to make a short amendment to the current
guideline
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