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Approval Date: July 28, 2020

Product: MENVEO

Proper Name: Meningococcal (Groups A, C, Y, and W-135) Oligosaccharide Diphtheria

CRM197 Conjugate Vaccine

Manufacturer: GlaxoSmithKline Biologicals SA

Indication: For active immunization to prevent invasive meningococcal disease caused by
Neisseria meningitidis serogroups A, C, Y, and W-135. MENVEO is approved for use in persons

aged 2 months through 55 years.

Description: MENVEO [Meningococcal (Groups A, C, Y, and W-135) Oligosaccharide
Diphtheria CRM197 Conjugate Vaccine] is a sterile liquid vaccine administered by intramuscular
injection that contains N. meningitidis serogroup A, C, Y, and W-135 oligosaccharides conjugated

individually to Corynebacterium diphtheriae CRM197 protein.

BLA: 125300

Regulatory Milestone:

The applicant submitted on April 13, 2011, an sBLA (STN 125300/226), which was a
revision of the sSBLA 125300/201 that received a Refuse to File letter, to expand the indication of
the MenACWY to infants and toddlers 2 through 23 months of age. A Complete Response (CR)
letter was issued on February 10, 2012, listing 55 points that Novartis needed to address. The
majority of these points (45 of the 55 points) were related to data collection and analysis during

the clinical trials. For the three pivotal studies (V59P14, V59P21, and V59P23), additional



https://www.fda.gov/media/140574/download
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information was requested to clarify the percentage of diary cards that that were not returned or
were completed based on recall. The CR letter questioned discrepancies between the Clinical
Study Report (CSR) and reported data in each of the dataset files as well as deviations in the study
protocols. There was no specific safety concern or signal that contributed to the CR letter being
issued, but rather there were concerns regarding the data quality. In response, the sponsor
conducted the Menveo Metadata Collection project (MMC) to assess the accuracy, reliability, and
verifiability of the safety data collected in the pivotal studies. From the MMC, the sponsored
concluded that the various methodological concerns raised by CBER, when carefully examined
and reviewed, do not fundamentally change any of the overall conclusions regarding the safety
profile for MenACWY for the infant and toddler 4 populations. With the results of the MMC and
other supplied data, the sponsor addressed these 55 points of the CR letter and resubmitted the
application on January 30, 2013. A new clinical study report for Study V59 33, that is the pivotal
study of immunogenicity and contributed to the non-detailed safety database, and the final study
report for V59P23 were included in the resubmission (the April 13, 2011, submission had an
interim study report for V59P23). The data submitted in STN 125300/226 will satisfy PREA-
PMRs 3, 4, 5, and 7 regarding deferred pediatric studies from the approval letter for the original

BLA, dated February 19, 2010.

PDUFA Goal Date: August 1, 2013

Package Insert: Package Insert - MENVEO

Summary Basis for Regulatory Approval: Summary Basis for Regulatory Action (BLA/STN#

125300/226)
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European Public Assessment Report: Human medicine European public assessment report

(EPAR): Menveo

Advisory Committee:

The safety and effectiveness data from the trials conducted to support the use of this
vaccine in children 2 through 23 months of age were not presented to the Vaccines and Related
Products Advisory Committee because the product did not raise particular concerns or
controversial issues which would have benefited from advisory committee feedback. The concept
for the use of the hSBA as a correlate of protection to measure the immune response for inferred
effectiveness for the licensing pathway of meningococcal vaccines intended for infants was

presented and agreed upon by the Advisory Committee on April 7, 2011.

Safety:

The clinical reviewers concluded that 1) the impact of the missing data therefore does not
alter the overall conclusions of her review, and 2) the safety profile of Menveo was acceptable for

approval of this application.

NCT Numbers:
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NCT03493919 NCT01452438 NCT02526394 NCT03636906
NCTO01782066 NCT02811120 NCT04502693 NCT02097849
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