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Conclusion: Overall, the QoL and PF of adults ≥ 50  years were not affected 
post-second RZV dose; a transient impact was observed in adults with grade 3 reacto-
genicity. These results and the observed reactogenicity and safety profile are consistent 
with first RZV dose results, as well as that of previous studies with the RZV vaccine in 
adults of similar age. 
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Background: The risk of herpes zoster (HZ) has been reported to vary by sex 
and ethnicity. In 2 large-scale clinical trials, ZOE-50 (NCT01165177) and ZOE-70 
(NCT01165229), the adjuvanted recombinant zoster vaccine (RZV) demonstrated 
high vaccine efficacy (VE) against HZ and post-herpetic neuralgia (PHN). We 
present a post-hoc analysis of RZV efficacy against HZ and PHN in the ZOE-
50/70 population stratified by sex, geographic region and geographic ancestry/
ethnicity.

Methods: The ZOE-50 and ZOE-70 studies were phase III, observer-blind, place-
bo-controlled trials conducted across 5 geographic regions. Adults ≥ 50 years of age 
(YOA; ZOE-50) and ≥ 70 YOA (ZOE-70), randomized 1:1, received 2 doses of RZV or 
placebo 2 months apart. Here, VE against HZ by sub-population was estimated from 
the ZOE-50 population (≥ 50 YOA) and the pooled ZOE-50/70 population (pooled 
≥ 70 YOA), and VE against PHN by sub-population was evaluated in the pooled ≥ 
70 YOA.

Results: VE was evaluated in 7,340 RZV and 7,413 placebo recipients ≥ 50 YOA 
(mean age: 62.3 [RZV], 62.2 [placebo] YOA) and 8,250 RZV and 8,346 placebo recip-
ients in pooled ≥ 70 YOA (mean age: 75.5 [RZV, placebo] YOA). VE against HZ and 
PHN was similar for women and men in the ≥ 50 YOA and pooled ≥ 70 YOA (Tables 1 
and 2). Point estimates for VE against HZ by geographic region ranged from 95.7% to 
97.2% in ≥ 50 YOA and from 87.3% to 95.1% in pooled ≥ 70 YOA (Table 1). Point esti-
mates for VE against PHN by geographic region ranged from 86.8% to 100% in pooled 
≥ 70 YOA. VE was similar across geographic ancestry groups in pooled ≥ 70 YOA: VE 
point estimates against HZ ranged from 89.6% to 100% and VE against PHN ranged 
from 87.5% to 100% (Tables 1 and 2). VE against HZ was 88.1% and against PHN was 
65.9% in Hispanic participants in pooled ≥ 70 YOA (Tables 1 and 2).

Conclusion: Acknowledging the limitations including the post-hoc character of 
these analyses and the small number of participants and cases available, our data sug-
gest that RZV is efficacious against HZ and PHN irrespective of sex, geographic region, 
geographic ancestry, and ethnicity. 
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Background: In the pivotal clinical trials, ZOE-50 (NCT01165177) and ZOE-70 
(NCT01165229), the adjuvanted recombinant zoster vaccine (RZV) showed high effi-
cacy against herpes zoster and postherpetic neuralgia. The incidence of reported solic-
ited events was higher in RZV compared with placebo recipients.

Methods: In these phase III, observer-blind, placebo-controlled trials conducted 
in 18 countries, adults ≥50 years of age (YOA, ZOE-50) and ≥70 YOA (ZOE-70), ran-
domized 1:1, received 2 doses of RZV or placebo 2 months apart. Injection-site and 
general events were solicited for 7 days after each dose via diary cards in a partici-
pant subset. For this post-hoc analysis, ZOE-50 and ZOE-70 data from participants 
having completed the diary cards for both RZV doses were pooled. The intensity 
of each solicited event after dose 2 was stratified by the intensity of the same event 
after dose 1.

Results: Solicited injection-site and general events were recorded for both RZV doses by 
4,676 and 4,668 vaccinees, respectively (Figure 1). Of 1,235 vaccinees with no injection-site 
event at dose 1, 881 (71.3%) reported no injection-site event and 20 (1.6%) reported a grade 
3 event after dose 2. A total of 433 (9.3%) vaccinees reported a grade 3 injection-site event, 
either after dose 1 or dose 2. Of 244 vaccinees with grade 3 injection-site events at dose 1, 79 
(32.4%) also reported a grade 3 event after dose 2. Of 2,312 vaccinees with no general event 
at dose 1, 1,617 (69.9%) reported no general event and 67 (2.9%) reported a grade 3 event 
after dose 2. A total of 499 (10.7%) vaccinees reported a grade 3 general event, either after 
dose 1 or dose 2. Of 222 vaccinees with grade 3 general events at dose 1, 81 (36.5%) also 
reported a grade 3 general event after dose 2. In general, vaccinees who did not experience 
a certain event after dose 1, did not experience this event after dose 2 either. Most vaccinees 
reporting a specific event at high intensity after dose 1, reported the same event at a lower 
intensity (or not at all) after dose 2 (Figures 2 and 3).

Conclusion: While not powered to predict event intensity of the second RZV dose, 
our data provides an overview of event intensity after RZV dose 2 according to the in-
tensity of the same event experienced after dose 1. 
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Background: In the United States, respiratory syncytial virus (RSV) is the lead-
ing cause of respiratory-related hospitalization in infants. The well-studied efficacy of 
the prophylactic monoclonal antibody, palivizumab, at preventing RSV disease in the 
highest risk infants provides proof of mechanism that serum neutralizing antibody 
protects against RSV. The expense and burden of monthly antibody injections limit the 
utility of palivizumab, leaving a large unmet medical need. Maternal immunization, 
with transplacental transfer of antibodies to the fetus, is an alternative, highly practical 
approach to protect many more infants.

Methods: Levels of protection by known palivizumab serum concentrations provide 
a basis for predicting maternal RSV vaccine efficacy in infants based on serum neutral-
izing antibody titers elicited in vaccine clinical trials, using statistical modeling to com-
pensate for differences between palivizumab prophylaxis and maternal immunization. 
The model adjusts for the dependency of maternal vaccine responses on pre-immuni-
zation RSV neutralizing titers, exponential decay of maternal antibodies in infants, and 
exponentially decreasing airway resistance (reducing RSV disease risk) as infants grow.

Results: The rates of severe RSV disease by age projected from the model match 
the pattern of US infant hospitalization for RSV, with a peak at 1.5  months of age. 
The model relates vaccine-elicited increases in maternal RSV neutralizing titers to pre-
dicted reductions in severe RSV disease in infants from 0 to 6 months of age.

Conclusion: Statistical modeling of maternal RSV vaccine efficacy based on elic-
ited RSV neutralizing titers provides a rational basis for decision-making during RSV 
vaccine development.
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