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Status RECRUITING
Phase Phase 2
Sponsor Children's Hospital of Orange County
Enrollment 45 participants

Key Eligibility Criteria

Inclusion (12)

• \- Subject must meet all of the following criteria to be enrolled in this study.

• Male, aged 5-14 years

• Clinical diagnosis of ASD by DSM-5 criteria

• ADOS-2 e 7 on the comparison score for Modules 2-4 (completed within the last 2 years).

• CGI-S e 4 for socialization specific symptoms of ASD

... and 7 more (see full listing online)

Exclusion (17)

• Subjects who meet any of the following criteria will be excluded from the study.

• ASD diagnosis with underlying syndromic diagnosis (e.g., Fragile X, Angelman, Down's Syndrome, etc.)

• d 5th percentile for weight

• Unable to tolerate venipuncture or urine collection

• Acute infection (e.g., upper respiratory tract infection, common cold, flu, strep, COVID-19)

... and 12 more (see full listing online)

Locations (3 total)

Southwest Autism Research and Resource Center, Phoenix, Arizona, United States
Children's Hospital Orange County, Thompson Autism and Neurodevelopmental Center, Orange, California, United States
Kennedy Krieger Institute, Baltimore, Maryland, United States

https://clinicaltrials.gov/study/NCT06866275
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