Safety Endpoints
Adverse events (AEs) will be defined as any untoward or unexpected disease or failure and clinical signs (including abnormal laboratory findings) that occurs in the pediatric patient or other person using the study device regardless of the causal relationship with BAX602. An event that occurs in persons other than the pediatric patient is considered as an AE only when it is suspected to be a result of the use of the BAX602. Mild AEs will be defined as those with symptomatic or mild symptoms, clinical or laboratory findings only, or for which no treatment is required. Moderate AEs will be defined as those requiring minimal, local or noninvasive intervention. Severe AEs will be defined as those that are severe or medically significant, but not immediately life-threatening; require inpatient hospitalization or prolongation of existing hospitalization; result in inactivity or are incapacitating; are life-threatening; require urgent intervention; or result in death.
When AEs occur, the investigator or sub investigator will record in the case report form whether treatment intervention is required or not. The investigator or sub investigator will report all serious AEs and malfunctions to the sponsor within 24 hours of being observed, and they will follow-up with a written submission to the head of the medical institution and the sponsor as soon as possible, considering the causal relationship with the study device.
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