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Status RECRUITING

Phase Phase 2

Sponsor PPD Development, LP
Enrollment 600 participants

Key Eligibility Criteria

Inclusion (6)

« Participant (or their Legally Authorized Representative (LAR)) provides informed consent and agrees to comply with protocol
requirements

« Participant is at least 18 years of age or older at the time of consent.
* Participant with signs and symptoms of ARDS according to the Berlin definition of ARDS.
 Note that participants on noninvasive ventilation may be screened.

« Participant of childbearing potential must agree to either abstinence or use at least one primary form of contraception, not
including hormonal contraception, from the time of screening through Day 28. Additional cohort-specific requirements may apply

...and 1 more (see full listing online)

Exclusion (24)
« Participant with ARDS or at risk of developing ARDS due to the following reasons: trauma, large volume aspiration, or transfusion.

* Participant with pulmonary edema due to cardiogenic pulmonary edema/fluid overload or hypoxemia primarily attributable
atelectasis, in the absence of a predisposing risk factor for ARDS.

« Participant who demonstrates an improvement in oxygenation and ventilatory support 24 hours prior to or during screening up
to randomization, such that per investigator clinical judgement, the participant is expected to have significant improvement in lung
function over subsequent 24 hours regardless of additional interventions.

« Participant is known to be pregnant, nursing, or with a positive (urine and/or serum test) pregnancy test.
« Participant is anticipated to be transferred to another hospital which is not a study site within 72 hours.

... and 19 more (see full listing online)

Locations (36 total)

University of Alabama Hospital, Birmingham, Alabama, United States
Community Regional Medical Center, Fresno, California, United States

Long Beach Memorial Medical Center, Long Beach, California, United States
... and 33 more locations

https://clinicaltrials.gov/study/NCT06703073
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