
MENACTRA             Kersten Compliance Services, LLC 

1 

Approval Date: April 27, 2018 

Product: Menactra 

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

Conjugate Vaccine 

Manufacturer: Sanofi Pasteur Inc 

Indication: Active immunization of individuals 9 months through 55 years of age for the 

prevention of invasive meningococcal disease caused by Neisseria meningitidis serogroups A, C, 

Y and W-135. 

Description: Menactra is a sterile, intramuscularly administered vaccine that contains N 

meningitidis serogroup A, C, Y and W-135 capsular polysaccharide antigens individually 

conjugated to diphtheria toxoid protein. 

BLA: 125089 

Regulatory Milestone: Menactra was licensed for use and distribution in the US in 2005 for 

individuals 11 through 55 years of age. In 2007 the age range for use was extended to include 

persons 2 through 10 years of age, and in 2011 approved for use in children 9 through 23 months 

of age.  

PDUFA Goal Date: September 16, 2016 

Package Insert: Package Insert - Menactra 

https://www.fda.gov/media/112794/download
https://www.fda.gov/media/75619/download
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Summary Basis for Regulatory Approval: September 16, 2016 Summary Basis of Regulatory 

Action - Menactra 

European Public Assessment Report: None 

Advisory Committee:  

 Did not require input from Vaccines and Related Biological Products Advisory Committee. 

Safety: 

There were no primary endpoints for safety; however, safety was evaluated as secondary 

(descriptive) endpoints and included 7 days post-vaccination assessment of solicited local and 

systemic reactions, 30 days post-vaccination assessment of unsolicited AEs, and monitoring of 

serious adverse events throughout the study duration. The most frequently reported solicited local 

reaction at either the Menactra or DAPTACEL injection site across all groups was pain, reported 

in 52% to 72% of subjects at the DAPTACEL site and 52% to 61% of subjects at the Menactra 

site. The most frequently reported solicited systemic reaction across all groups was myalgia across 

all study groups, reported in 25.8% to 46.2% of subjects following administration of DAPTACEL 

alone or with a concomitant vaccine, and in 24.2% to 37.3% subjects following administration of 

Menactra alone or with a concomitant vaccine. The reported rates and types of unsolicited AEs are 

similar to that seen in the general population for children 4 to 6 years of age. None of the three 

reported SAEs were considered related to study vaccination and there were no deaths reported 

during the study. 

NCT Numbers: 

• NCT04358731 • NCT01442675 • NCT01689155 • NCT01359449 

http://wayback.archive-it.org/7993/20170722073019/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM521971.pdf
http://wayback.archive-it.org/7993/20170722073019/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM521971.pdf
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• NCT01642589 

• NCT02864927 

• NCT01270503 

• NCT01890759 

• NCT02699840 

• NCT00539032 

• NCT01239043 

• NCT01086969 

• NCT02633787 

• NCT00700713 

• NCT03964012 

• NCT00384397 

• NCT01659996 

• NCT00444951 

• NCT00700635 

• NCT00269477 

• NCT00258856 

• NCT00777257 

• NCT00874549 

• NCT00355121 

• NCT00862277 

• NCT00728260 

• NCT00254995 

• NCT00483574 

• NCT02640404 

• NCT00988884 

• NCT01165242 

• NCT00422292 

• NCT02591290 

• NCT00454909 

• NCT02752906 

• NCT04368429 

• NCT00777790 

• NCT02842853 

• NCT00514904 

• NCT00715910 

• NCT00282295 

• NCT00718666 

• NCT00955682 

• NCT04450498 

• NCT00758264 

• NCT00390143 

• NCT00464815 

• NCT04224311 

• NCT00508261 

• NCT00772629 

• NCT00465816 

• NCT00674583 

• NCT00427908 

• NCT03295318 

• NCT00369824 

• NCT01755689 

• NCT00474266 

• NCT00453986 

• NCT00974363 

• NCT01266993 

• NCT04440176 

• NCT01519713 

• NCT01144663 

• NCT01641042 

• NCT02810340 

• NCT01235975 

• NCT03263403 

• NCT00771849 

• NCT01154088 

• NCT02398396 

• NCT00661557 

• NCT00575653 

• NCT00297817 

• NCT02955797 

• NCT01867463 

• NCT03135834 

• NCT00471081 

• NCT00325130 

• NCT00643916 

• NCT00614614 

• NCT04143061 

• NCT01939158 

• NCT03694405 

• NCT00772070 

• NCT00581347 

• NCT00678652 

• NCT01018732 

• NCT04645966 

• NCT02986854 

• NCT00119080 

• NCT01430689 

• NCT03547271 

• NCT00290329 

• NCT04440163 

• NCT02975596 

• NCT01830855 

• NCT01057888 

• NCT01299480 

• NCT00129129 

• NCT02544048 

• NCT01210885 

• NCT00126945 

• NCT03537508 

• NCT01962207 

• NCT01934140 

• NCT01214850 

• NCT01900899 

• NCT01423084 

• NCT00262015 

• NCT00248833 

• NCT00262002 

• NCT00262028 

• NCT01461993 

• NCT02080559 

• NCT01767376 

• NCT00661713 

• NCT03509051 

• NCT03917654 

• NCT02526394 

• NCT01461980 

• NCT02569632 

• NCT00239694 

• NCT01049035 

• NCT00616421 

• NCT03562377 

• NCT01593514 

• NCT02334462 

• NCT00317109 

• NCT00505063 

• NCT01148017 

• NCT03519568 

• NCT01367158 

• NCT02858570 

• NCT01661751 

• NCT01340898 

• NCT02225327 

• NCT00856297 

• NCT02294487 

• NCT04239430 

• NCT00496015 

• NCT04006457 

• NCT00135486 

• NCT02712177 

• NCT03675256 

• NCT00356369 

• NCT02215863 

• NCT03205358 

• NCT03077438 

• NCT00450437 

• NCT02942277 

• NCT02868541 

• NCT02451514 

• NCT00161941 

• NCT00161928 

• NCT01732627 

• NCT03476135 

• NCT01000311 

• NCT02377843 

• NCT01323270 

• NCT00392808 
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• NCT00657709 

• NCT02199691 

• NCT01119482 

• NCT03691610 

• NCT00644059 

• NCT00196976 

• NCT00459316 

• NCT00310674 

• NCT01897402 

• NCT01482052 

• NCT00297687 

• NCT04664569 

• NCT01428908 

• NCT01580033 

• NCT01544764 

• NCT00311415 

• NCT00126984 

• NCT03205371 

• NCT00291343 

• NCT00359983 

• NCT02946385 

• NCT01452464 

• NCT01452438 

• NCT00289783 

• NCT00345579 

• NCT00586612 

• NCT00345683 

• NCT00801957 

• NCT00314041 

• NCT00463437 

• NCT03399396 

EudraCT Numbers: 

• 2015-005181-33 

• 2014-004903-63 

• 2016-003186-25 

• 2014-005161-72 

• 2012-002718-38 

• 2012-001305-25 

• 2014-003504-79 

• 2020-004341-36 

• 2019-004460-22 

• 2019-004313-13 

• 2016-003722-16 
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