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Status RECRUITING
Phase Phase 1, Phase 2
Sponsor The University of Texas Health Science Center, Houston
Enrollment 70 participants

Key Eligibility Criteria

Inclusion (1)

• Healthy children with autism spectrum disorders (4 - 16 years old) and gastrointestinal symptoms, based on the GI Severity 
Index, with no other recognized illness will be enrolled in this study. There will be no selection on the basis of age, race, or gender. 
Although the investigators anticipate the majority of subjects will be male and/or pre-pubertal, in females of childbearing potential, 
a pregnancy test (urine) will be performed on females participating (at each visit).

Exclusion (12)

• Pregnancy or breastfeeding

• Subjects taking immunosuppressive medications, including oral corticosteroids

• A History of Positive result of HIV, Hepatitis B, and/or Hepatitis C test

• Abnormal lab test results (Section 5.2)

• Gastrointestinal diseases such as celiac disease, inflammatory bowel disease

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

Locations (1 total)

UTHealth, Houston, Texas, United States

https://clinicaltrials.gov/study/NCT03514784
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