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A Study of S-337395 in Symptomatic Nonhospitalized Adults With
Respiratory Syncytial Virus (RSV) Who Are at High Risk of Progres-
sion to Severe Disease

NCT07214571

Status RECRUITING
Phase Phase 2
Sponsor Shionogi
Enrollment 192 participants

Key Eligibility Criteria

Inclusion (7)

« Participants who have new onset or worsening (if present chronically) of at least 1 of the following signs and/or symptoms
consistent with a viral acute respiratory infection within 72 hours prior to randomization: fever, nasal congestion, nasal discharge,
sore throat, cough, sputum production, shortness of breath, or wheezing.

« Participants diagnosed with RSV infection preferably using a rapid polymerase chain reaction (PCR) or other molecular-based
diagnostic assay.

» Has at least 1 of the following risk factors for severe RSV disease:
* e 7%ears of age;
« Chronic lung disease that is symptomatic and requiring chronic treatment; and

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

Exclusion (10)
» Hospitalized or expected to be hospitalized within 24 hours of screening.

* Is considered by the investigator to be immunocompromised, due to an underlying medical condition or medical therapy,
chemotherapy, radiation, stem cell or solid organ transplant.

» Has known allergies, hypersensitivity, or intolerance to S-337395 or to any of the excipients of the S-337395 or placebo
formulation.

* Suspicion or known severe renal impairment.

» Any other medical or psychiatric condition making the participant unsuitable for the current study or interfering with the evaluation
of response to the study intervention in the opinion of the investigator/subinvestigator.

...and 5 more (see full listing online)

Locations (64 total)

LA Universal Research Center, Inc., Los Angeles, California, United States
Med Partnes, Inc - Elligo- PPDS, Toluca Lake, California, United States

Hope Clinical Trials - 3970 W Flagler St., Coral Gables, Florida, United States
...and 61 more locations

https://clinicaltrials.gov/study/NCT07214571
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