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Status RECRUITING

Phase Not Applicable
Sponsor Beijing Tiantan Hospital
Enrollment 674 participants

Key Eligibility Criteria

Inclusion (7)
* Newly diagnosed with FM according to the 2016 Revisions to the 2010/2011 FM diagnostic criteria;\[1\]
» Aged over 18 years old;

« Suffering from moderate to severe FM, refractory to non-pharmacological interventions and without prior exposure to recommend
pharmacological treatments for FM;

* Baseline numeric rating scale (NRS) score of 4 or higher;
» Aspartate aminotransferase and alanine aminotransferase levels below twice the upper limit of normal range;

... and 2 more (see full listing online)

Exclusion (5)
* Previous allergic reactions to pregabalin, mirogabalin, or any of their excipients;
« Prior diagnosis of epilepsy or depression requiring antidepressant therapy;
* Women who are pregnant or breastfeeding;

» Has severe systemic illnesses, such as poorly controlled hypertension, poorly controlled diabetes mellitus, or significant cardiac
impairment;

« Suffering from acute or chronic pain disorders other than FM.

Locations (1 total)

Beijing Tiantan Hospital, Beijing, Beijing 100070, Beijing, China

https://clinicaltrials.gov/study/NCT07157852
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