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« Adult patients and pediatric patients (3 months to less than 18 years old) with community-acquired « Across age groups, the simulated pediatric AUC,_,, values were contained within the **——

bacterial pneumonia (CABP) distribution of the reference population values ) ) _ _
Ceftobiprole is not currently approved for the treatment of SAB in pediatric patients [1]. O Ovlera”% thertehwasfoverlap betwlete'n the median pediatric values and the median wE— e e S wE— e e e wE——— e S e  The selected regimens (Table 2) will be
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A Phase 3 randomized clinical trial is planned to evaluate the safety, tolerability, efficacy, and . The simulated pediatric C 5va2‘, generally contained within the distribution of the Age Group =3 months to <2 years Age Group = Birth to <3 mothe evaluated in an upcoming pedlatrlc clinical trial
pharmacokinetics (PK) of ceftobiprole compared to standard-of-care treatment in pediatric reference population ma assessing the safety efficacy and

. : . . . : : : : e » 0 ’ )
patients from birth to <18 years of age with SAB, including right-sided infective endocarditis. o Overall, the median pediatric values were higher than the median adult values. f f f Reference Adult Population: pharmacokinetics of Ceftobiprole - pediatric
Objective: Conduct pharmacometric analyses to identify pediatric doses that However, the Cp,,, distribution overlapped the distribution of the observed Cp,, 0f the g .ttt BPR-CS-009 Only
are expected to be safe and efficacious for the Phase 3 pediatric clinical trial pediatric BRP-PIP-002 study = Pooled Phase 3 SAB

“ Figure 2. AUC,,, and C,_, distributions in pediatric patients with normal renal function and mild renal » .
impairment (eGFR = 50 mL/min/1.73m2) compared to reference populations == m—— pm— T
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9 €9 The refined Population PK model Renal impairment was approximated Patients with moderate renal impairment (eGFR 2 30 to < 50 mL/min/1.73m?) [Figure 3]: : ; : Severe impairment Dose  7.5mg/kgt 7.5 mg/kgt 7.5 mg/kgt
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