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Safety of Bivalent rLP2086 (MenB-FHbp), a Meningococcal Serogroup B Vaccine, in Young US Adults:
Results From a Phase 3 Trial
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Results: 2471 and 822 subjects received bivalent rLP2086 or saline, respectively; 1644 were
from the United States (bivalent rLP2086, n=1232; saline, n=412). Local and systemic reactions
were more common with bivalent rLP2086, mostly mild or moderate in severity and more
frequent after the first vaccination. Injection-site pain (83.7%) and fatigue (59.0%) were the most
common local and systemic reactions with bivalent rLP2086, respectively.
4.1% and 1.0% of bivalent rLP2086 and control recipients reported fever ≥38°C and 17.6% and
7.8%, respectively, used antipyretics. One bivalent rLP2086 recipient reported fever >40.0°C
which lasted 1 day. Worsening of severity of local and systemic events with subsequent
vaccinations was not observed. Few SAEs were reported overall among US subjects. Similar
rates of AEs, SAEs MAEs, and NDCMC were reported between groups.
Conclusion: Bivalent rLP2086 was safe and tolerable among young US adults. Results were
consistent with the safety profile observed in the global study.
ClinicalTrials.gov: NCT01352845

years are presented to confirm and extend the data that were
the basis for accelerated approval of bivalent rLP2086 in the
United States.

METHODS
Study Design
• This was a phase 3, randomised, placebo-controlled, observerblinded, multicenter study of bivalent rLP2086 in subjects aged 18
to <26 years (ClinicalTrials.gov identifier: NCT01352845).
–– Subjects were randomly assigned in a 3:1 ratio to receive 120
µg bivalent rLP2086 vaccine or saline at 0, 2, and 6 months.
• Immunogenicity and safety results for the global study have been

INTRODUCTION

presented previously.8,9
• Immunogenicity data for US subjects from another phase 3 study
in adolescents are presented in a companion poster.

• Neisseria meningitidis causes invasive meningococcal disease (IMD) most
commonly in children <5 years of age, adolescents, and young adults.1
–– The highest carriage rates of N meningitidis are observed in
adolescents and young adults.
• N meningitidis serogroup B (MnB) causes approximately one third of
meningitis cases in the United States.2
–– Recent MnB outbreaks at university campuses in the United States3
further emphasise the importance of the availability of effective MnB
vaccines.
• Whereas capsular polysaccharide vaccines can prevent disease caused
by 4 of the 5 major N meningitidis disease-causing serogroups (A, C, W,
and Y),1 this vaccine approach is not feasible to protect against MnB as
the MnB polysaccharide is poorly immunogenic.4
• Bivalent rLP2086 (MenB-FHbp; Trumenba®) is a recombinant MnB
vaccine containing a conserved, surface-exposed lipoprotein, LP2086
(a factor H binding protein [fHBP]); since fHBP sequences segregate into
2 immunologically distinct protein subfamilies (A and B),5 the vaccine
contains equal amounts of fHBP from each subfamily.6
–– Bivalent rLP2086 received accelerated approval in October 2014 by
the US Food and Drug Administration for use in adolescents and young
adults aged 10–25 years under Breakthrough Therapy designation.7
–– The Advisory Committee on Immunization Practices (ACIP) recommends
that a licensed MnB vaccine be considered for all adolescents and
young adults aged 16−23 years to provide protection against most
strains causing MnB disease; the preferred age for vaccination is
16−18 years.3
■■

The ACIP also recommends vaccination with a MnB vaccine for
high-risk persons aged 10 years and older.3

Safety Analysis
• Safety was evaluated for all subjects who received ≥1 dose
(safety population) and who had safety data available.
• Reactogenicity events included local reactions (redness, swelling,
and injection site pain) and systemic events (fever, vomiting,
diarrhoea, headache, fatigue, chills, muscle pain other than at the

Systemic Events

• Subject disposition was comparable between groups (Table 1).

• Systemic events were generally mild or moderate in severity and were more frequent after the first vaccination.

–– 1644 subjects from the United States (50% of the total study population;
N=3293) aged 18 to <26 years received ≥1 dose and were included in
the US safety population (bivalent rLP2086, n=1232; saline, n=412).

n (%)

Bivalent rLP2086

Randomised, n
Withdrew before
vaccination
Vaccinated
Dose 1
Dose 2
Dose 3
Completed
vaccination phase
Withdrew during
vaccination phase
Completed study

1235 (100)

413 (100)

1648 (100)

3 (0.2)

1 (0.2)

4 (0.2)

1232 (99.8)
975 (79.0)
742 (60.1)

412 (99.8)
340 (82.3)
269 (65.1)

1644 (99.8)
1315 (79.8)
1011 (61.4)

702 (56.8)

256 (62.0)

958 (58.1)

530 (43.0)

156 (37.8)

686 (41.6)

670 (54.3)

241 (58.4)

911 (55.3)

Local Reactions
• Pain at the injection site, redness, and swelling were reported more
frequently with bivalent rLP2086 than with saline (Figure 1).
–– Most local reactions were mild to moderate in severity.

Figure 1. L ocal Reactions at the Injection Site Occurring
Within 7 Days After Any Vaccination in US Subjects
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• 4.1% and 1.0% of bivalent rLP2086 and saline recipients, respectively, reported fever ≥38°C.
–– 1 bivalent rLP2086 recipient reported fever >40.0°C on day 1 after dose 3, which lasted 1 day. The subject did not report fever or other systemic event after
dose 1 or 2.

• Results were consistent with the safety
profile of bivalent rLP2086 observed in a
large, global study8,9 and in other clinical
10-17
trials.
• This study extends the phase 2 safety
data that were the basis for accelerated
approval of bivalent rLP2086 in the United
States.

• Worsening of severity of systemic events with subsequent vaccinations was not observed.
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• Similar rates of SAEs, MAEs, and NDCMCs were reported between groups (Table 2).

–– MAEs were defined as nonserious AEs that resulted in
evaluation at a medical facility.
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AE=adverse event; MAE=medically attended adverse event; ND=not determined; NDCMC=newly diagnosed chronic medical condition; SAE=serious adverse event.
a
Number of subjects in the safety population
b
Number of subjects with at least 1 event

through the final telephone contact 6 months after the last
vaccination.

39.0o C to 40.0o C

–– Reactogenicity events were mostly mild to moderate
in severity.

Severe

• The proportion of subjects who reported AEs of any severity occurring during the vaccination phase was similar in the bivalent rLP2086 and saline groups (Table 2).

–– Worsening of severity of local reactions with subsequent vaccinations
was not observed

• Adverse events (AEs) were assessed through 1 month after the last
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≥40.0o C

–– Antipyretic medication was used by 17.6% of subjects in the bivalent rLP2086 group and 7.8% in the saline group.

Severe

• Serious AEs (SAEs), medically attended AEs (MAEs), and newly

Figure 2. S
 ystemic Events in US Subjects Occurring Within 7 Days After Any Vaccination

Total

collected using an electronic diary (e-diary) for 7 days after each

administration.

–– Other commonly reported systemic events were muscle pain, joint pain, chills, and diarrhea.
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Saline

• Results of this large phase 3 trial
demonstrated that bivalent rLP2086 is safe
and tolerable for use in healthy young
adults aged 18 to <26 years in the United
States.

• Fatigue and headache were the most commonly reported systemic events among bivalent rLP2086 recipients (Figure 2).

Table 1. Subject Disposition

injection site, and joint pain), as well as antipyretic use, that were

–– Immediate AEs were assessed within 30 minutes after vaccine

CONCLUSIONS

Subjects

Subjects, %

Methods: Healthy subjects aged 18 to <26 years were randomized to bivalent rLP2086 or
saline at 0, 2, and 6 months. Safety variables, including local, systemic reactions and antipyretic
use within 7 days after vaccination, and unsolicited adverse events (AEs), including immediate
AEs, medically-attended AEs (MAEs), SAEs, and newly diagnosed chronic medical conditions
(NDCMCs), were assessed.

• Safety and tolerability data from US subjects aged 18 to <26

Subjects, %

Background: Bivalent rLP2086 (MenB-FHbp) was the first vaccine licensed in the United States
through an accelerated approval process to prevent invasive meningococcal serogroup B (MnB)
disease in individuals aged 10–25 years. Confirmatory immunogenicity and safety studies have
been completed, with a large proportion of subjects having been enrolled in the United States. We
present data from the safety evaluations of US subjects enrolled in one of 3 large phase 3 studies.

RESULTS

OBJECTIVE

Subjects, %

ABSTRACT

For more information
please contact:
Johannes F. Beeslaar, MD
Pfizer Ltd
Walton Oaks Dorking Road
Tadworth, KT20 7NS
United Kingdom
Johannes.Beeslaar@pfizer.com
Phone: +44 1628 692066
Fax: +44 1628 692141

0

–– Overall, few SAEs were reported.
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–– No NDCMCs and few SAEs or MAEs were considered vaccine-related.
–– More vaccine-related AEs (during the vaccination phase and within 30 days of vaccination) were reported in the bivalent rLP2086 group than in the saline group.
■■

The difference is due to an excess of reactogenicity events in the bivalent rLP2086 group reported outside of the e-diary and mainly includes injection-site
pain and headache.
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