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Status RECRUITING
Phase Not Applicable
Sponsor RTI International
Enrollment 8,000 participants

Key Eligibility Criteria

Inclusion (4)

• Overall Inclusion -- Participants 18 years of age or older who have completed the primary All of Us consent process, Electronic 
Health Record consent process, have provided at least one All of Us biospecimen suitable for DNA sequencing, and have 
completed All of Us Participant Provided Information (PPI) Modules 1-3 (Basics, Overall Health, and Lifestyle); Speak English or 
Spanish; Able and willing to comply with study requirements and consent to participate.

• Module 1 -- Must be willing and able to comply with Module 1 protocol; Must provide informed consent for Module 1.

• Module 2 -- Must have completed Module 1; Must provide informed consent for Module 2; Must agree to comply with protocol 
over a period of approximately 10 to 12 weeks and up to six months. This includes consuming only the foods provided during 
periods of controlled feeding. Module 2 has three controlled feeding periods each lasting approximately two weeks with at least 
two weeks between feeding periods, and up to 6 months allowed for completion of the Module.

• Module 3 -- Must have completed Module 1; Must provide informed consent for Module 3; Must agree to comply with protocol 
over a period of approximately 10 to 12 weeks and up to 6 months. This includes being domiciled three times, for two weeks each, 
and consuming only the foods provided during the domiciled periods. There is at least two weeks between domiciled periods, 
and up to 6 months allowed for completion of the Module.

Exclusion (71)

• Module 1

• Any change to the participant's status from the time of All of Us enrollment that would render them ineligible for All of Us (e.g., 
being incarcerated, no longer living in the United States, or withdrawn from that study).

• Inability to provide informed consent and engage in informed consent procedures

• Participants who suffer from allergic reactions to, or are unwilling to consume, any components of the liquid mixed meal (e.g., 
milk products, soy products)

• Barriers to safe insertion of peripheral IV canula:

... and 66 more (see full listing online)

Locations (14 total)

University of Alabama at Birmingham, Birmingham, Alabama, United States
USDA Western Human Nutrition Research Center, Davis, California, United States
University of California, Los Angeles, Los Angeles, California, United States
... and 11 more locations

https://clinicaltrials.gov/study/NCT05701657

DISCLAIMER: This document is for informational purposes only and does not constitute medical advice. Always consult your healthcare provider before enrolling in any 
clinical trial. Information may not be up to date — verify details at ClinicalTrials.gov. Generated by ClinicalTrialsFinder.org.
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