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Serogroup B Meningococcal (MenB)

vaccines

0 At present,aMenB vaccine hasnot been licensed in the
United States

0 Two investigational MenB vaccines are under
development

= Both vaccines have received a“Breakthrough Therapy” designation
from FDA

= Pfizer Vaccines has submitted acomplete BLA to FDA

= NovartisVaccines hassubmitted arolling BLAto FDA
 Licensed in Europe, Australia,and Canada




Use of MenB Vaccine for Qutbreak

Response

In 2013, 2 universities experienced outbreaks of
serogroup B meningococcal disease with acombined
13 cases and one death reported

Vaccination campaignswere conducted at both
universitiesin response to the outbreaksusing an
investigational MenB vaccine (Novartis Vaccines)
obtained through an expanded access Investigational
New Drug (IND) application sponsored by CDC




Meningococcal Outbreak Work Group

0 Ad hocwork group comprised of ACIP Meningococcal
Work Group members, ACIP members, state public
health officials, college health professionals,and CDC

= Convened January 30, 2014 with biweekly meetings

0 Objectives:

= Review available dataon the recent epidemiology of
meningococcal disease and outbreaks

= Develop guidance for use of MenB vaccinesunder a CDC-
sponsored IND in an outbreak setting

= Update the current meningococcal outbreak guidelinesonce
MenB vaccines are licensed in the United Sates




Today’s Session

0 Epidemiology of meningococcal disease outbreaksin
the United States (Sarah Meyer, CDC)

0 Interim guidance for the use of a serogroup B
meningococcal vaccine under a CDC-sponsored
expanded access IND (Jessica MacNeil, CDC)

0 No voteswill be taken




ACIP Meningococcal Work Group:

Additional Activities

0 Policy Note: Use of Menveo in infants at increased risk
for meningococcal disease
= Published on June 20,2014

= Summarizesthe use of 3 meningococcal conjugate vaccinesin
children age 2 through 23 months at increased risk

o Approach to recommendationsfor use of serogroup B
vaccines once licensed
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