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» The CDC recommends HBV vaccination of all adults with DM who are aged = 60 years at the discretion of the * Participants who had no major deviations from the study protocol, received all injections, and had blood drawn - = GMC Ratio (H EPLISAV-B/ Engerlx-B) and 95% CI HEPLISAV-B (2 dose) Engerix-B (3 dose)
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® 87% of individuals with DM who are aged = 60 years remain unvaccinated® ® The 95% confidence intervals (Cls) for the SPRs of HEPLISAV-B and Engerix-B were calculated using the - g : : .
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° At week 28, in the PP analysis, SPR in the HEPLISAV-B group was significantly higher than the SPR in the ° At week 28, in the PP analysis, GMC in the HEPLISAV-B group was significantly higher than the GMC in the O 40- : . o . . .. .
H Engerix-B group for all patients (Figure 2) and in each subgroup (Table 2, Figure 3) Engerix-B group for all patients and in each subgroup (Table 3; Figure 4) & = ® Adult patients with diabetes have a greater risk of contracting hepatitis B virus (HBV)
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Week Week Week Week with a treatment difference of 29.7% (95% CI: 20.5% — 39.1%); similar results were found in the mITT analysis week 28, with a GMC ratio of 2.7 (95% CI: 1.6 — 4.4), similar results were found in the mITT analysis 20- : e Significantly higher rates of seroprotection against HBV than 3-dose vaccine (Engerix-B)
0 4 24 28 ® |n each subgroup, the SPR at week 24 in the HEPLISAV-B group was markedly higher than at week 28 in the ® |In each subgroup, the GMC at week 24 in the HEPLISAV-B group was markedly higher than the GMC at e Had a similar safety profile in patients with diabetes aged = 60 years, regardless of subgroup (smoking status,
| | | | Engerix-B group week 28 in the Engerix-B group 10- body mass index, and sex)
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%753 : ' : | Figure 2. HEPLISAV-B Induced Significantly Higher SPR at Week 28 Table 3. GMC at Week 28 for HEPLISAV-B and Engerix-B (PP Analysis) 0- e ——
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e Seroprotection rate (SPR) induced by HEPLISAV-B at week 28 was compared with the SPR induced by Y Y e 210 (64.2%) participants reported an MAE, of these 77 (23.5%) participants experienced a grade 3 or 4 MAE
Engerix-B at week 28 (primary immunogenicity endpoint for the phase 3 study) among all participants and by ?,; ?,; BMI Stratum, kg/m? e 1 (0.3%) participant experienced an AE of special interest related to the study treatment (polymyalgia
subgroups including sex, body mass index (BMI), and smoking status 401 401 rheumatica, a musculoskeletal and connective tissue disorder). This individual is receiving ongoing treatment

® Anti-HBs serum geometric mean concentrations (GMCs) at week 24 and week 28 were calculated Obese, > 30 192 107.4 (/9.7 = 144.7) J1 34.0(18.8-63.2) 31(1.7=95.7) and monitoring

¢ Areverse cumulative frequency plot was used to assess and compare the distribution of anti-HBs Non-obese, < 30 82 213.2 (135.8 — 334.9) 39 131.9 (48.3 — 360.1) 1.6 (0.6 -4.1) ¢ 3 deaths (due to hepatic cirrhosis, acute respiratory distress syndrome, and cardiac arrest) occurred, but are REFERENCES
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Smoking Status, n (%) e In the Engeri _ 1. Reilly ML, et al. J Diabetes Sci Technol. 2012;6:858—66.
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