
100*1 

CLOSURE 3 

Summary of the Well Controlled Studies in Pediatric 
Patients using Omnicef° (cefdinir) 14 mg/kg/day 

Dosing 



Omnicef (Cefdinir) 14mg/KgIDay Dosing in Adequate and Well Controlled Studies 
in Pediatric Patients 

Omnicef (cefdinir) 14m /k lda dos n ' h b t d' d ' d i g ; g y g as WV" s u ie m a equate and well controlled 
studies in pediatric patients in three indications: ' 

Acute Bacterial Otitis Media 
" PharyngitislTonsillitis 
" Uncomplicated Skin and Skin Structure Infections 

Specifically, under,NDA#050749, these protocols were submitted and evaluated : . 

Acute Bacterial Otitis Media 

Protocol 983-10 
Investigator blinded, randomized, comparative multicenter study of cefdinir versus 
amoxicitlin/clavulanate in the treatment of AOM with effusion in pediatric patients . 

Three parallel treatment arms: ' 
10 day dosage regimen of 14mglkg QD cefdinir 
10 day dosage regimen of 7mgIkgIB1D cefdinir (total 14mg/kglday) 
10 day dosage regimen of 13.3 mg/kg TO of amoxicillin/clavulanate 
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Protocol 983-11 
Same design as 983- 10, without microbiological evaluation study. 
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PharynqitislTonsillitis 

Protocol 983-51 
An investigator blinded, randomized, comparative, muiticenter study of cefdinir versus penicillin V-K in the treatment of pediatric patients with Group A f3-hemolytic streptococcal pharyngitisltonsilfitis infections . 

Three parallel treatment arms : 
10 day dosage regimen of 14mg/kg QD cefdinir 
10 day dosage regimen of 7mg/kg/BID cefdinir (total 14 mg/kg/day) 
10 day dosage regimen of 10 mg/kg QiD of penicillin V-K 
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Protocol 983-56 
An Investigator blinded, randomized, comparative, multicenter study of a 5 day regimen 
of cefdinir versus penicillin V-K in the treatment of streptococcal pharyngitisltonsiHitis 
infections in pediatric patients . 

Two parallel treatment arms: 
5 day dosage regimen of 7mgIkgIBID cefdinir (total 14 mg/kg/day) 
10 day dosage regimen of 10 mg/kg Q1D of penicillin V-K 
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Uncomalicated Skin and Skin Structure Infections 

Protocol 983-13 
A, Phase 3, 10 day, investigator blind, randomized, comparative, multicenter study of 
cefdinir versus cephalexin in the treatment of pediatric patients with uncomplicated skin 
and skin structure infections . - 

Two parallel treatment arms : 
5 day' dosage regimen of 7mgIkgIBlD cefdinir (total 14 mg/kg/day) 
10 day dosage regimen of 10 mg/kg QID of cephalexin (total 40 mglkglday) 
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