
Antibody Responses to Hib Polysaccharide 
when used with NAVA DTaP 

l Study 1: DTaP (NAVA) + Hib (Wyeth-Lederle) 
vs DTwP (Wyeth-Lederle) + Hib (Wyeth-Lederle) 

l Study 2: DTaP-IPV/Hib (PMC Hib reco%tituted 
with DTaP) vs DTaP-IPV+ Hib (PMC) 

-NorthAmerican Vaccine, Inc. (NAVA) 1 



Design-Study 1 
DTaP + Hib vs DTwP + Hib 

l Subjects vaccinated at 2,4 and 6 months of age 

l Sera obtained at 7 months of age 

- No significant differences in GMTs or % of 
subjects with anti-PRP titers 2 0.15 and 2 1 .O 
pg/ml in the 2 groups 



Design-Study 2 
DTaP-IPV/Hib vs DTaP-IPV+ Hib 

l Subjects vaccinated at 3, 5 and 12 months of age 

l Sera obtained at 13 months of age 

l No significant differences in % of subjects with anti-PRP 
titers > 0.15 and 2 1.0 pg/ml in the 2 groups 

0 Significant differences in anti-PRP GMTs among subjects 
receiving 
Hib 

reconstituted vs concomitant administration of 



Hib Serology Results - Study 2 
DTaP-IPV/Hib vs DTaP-IPV + Hib 
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Hib Polysaccharide-Specific IgG Elicited by 
Hib Conjugate Vaccines in Rats 
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Data from: Fusco PC, Michon F, Laude-Sharp M, Minetti CASA, Huang C-H, 
Heron I, Blake MS (1998) Vaccine 16(19):1842-1849 



lmmunogenicity of Hib Conjugates Combined with NAVA 
DTaP-IPV in Rats: Polysaccharide-Specific IgG after 2 Injections 
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Mlb Combined Hib ELBA IgG 
Conjugate with DTaP/IPV N GM Titer 95% Cl p 

Hib-rPorB No 10 53,400 13,820 - 206,300 o 

’ 
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Hib-rPorB Yes 10 13,820 3,966 - 48,160 

PRP-T No 10 755 225 - 2,536 
0.282 

PRP-T Yes 9 324 93 - 1,126 



Phase I Clinical Study Results 
NAVA’s Hib-rPorB Conjugate Vaccine 

l One dose in 52 adults well tolerated 

l Immunogenicity results pending 



NAVA’s Future Plans 
for the Hib-rPorB Vaccine 

l Comparative Phase II study in toddlers of 
Hib-rPorB vs licensed Hib vaccine 

l Safety and immunogenicity of Hib-rPorB in 
combination vaccines in toddlers and infants 


