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MMRYV Vaccine Safety Working Group
Background — February 2008 ACIP
Meeting

* Preliminary data presented suggesting increased risk for
febrile seizures after measles, mumps, rubella, and
varicella (MMRYV) vaccine among children aged 12-23

months
« ACIP recommended
— Removing the preference for MMRYV vaccine over
separate administration of MMR and varicella vaccines
— Forming an ACIP MMRYV Vaccine Safety Working
Group

« Recommendations published in CDC’s Morbidity and
‘Mortality Weekly Report (MMWR), March 2008

» iy,

£




MMRYV Vaccine Safety Working Group

Terms of Reference

1. Risk assessment (CDC Immunization Safety Office - lead)

To evaluate postlicensure safety data on risk of febrile
seizures after MMRYV vaccine, identify data gaps, and
propose additional analyses or studies

To review encephalitis cases after MMRYV vaccine

To communicate vaccine safety findings related to
MMRYV vaccine with ACIP and the public in a clear and
transparent manner
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MMRYV Vaccine Safety Working Group

Terms of Reference (cont.)

2. Risk management (CDC National Center for Immunization
and Respiratory Diseases - lead)
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To formulate policy options for use of MMRYV vaccine for
ACIP, considering benefit of vaccination and risks of
vaccine adverse events

To identify and reconcile potential inconsistencies in
ACIP statements, related to measles, mumps, rubella,
varicella vaccination and febrile seizure prevention
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MMRYV Vaccine Safety Working Group
Expertise

e Vaccine safety

e Epidemiology and vaccines for measles, mumps,
rubella and varicella

o Statistics and pharmacoepidemiology
e Pediatric neurology

« Pediatric infectious diseases

* Primary care

* Vaccinology

e Vaccine policy
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MMRYV Vaccine Safety Working Group
Proposed Timeline

June 2008 Working Group (WG) - Introductory calls
June 25, 2008* ACIP Meeting - Update
June — Oct 2008 WG — Presentation and discussion on Vaccine

Safety Datalink and Merck postlicensure MMRV
safety studies

Oct 22 — 23 2008* ACIP Meeting - Update on vaccine safety studies

Nov 2008 — Feb 2009 WG - Presentation and discussion on policy
options for MMRV use

Feb 25 - 26, 2009* ACIP Meeting - MMRYV policy option discussion
Spring 2009 WG - Additional calls as needed

{é *Meetings open to the public
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Thank you

CENTERS FOR DISEASE
CONTROL AND PREVENTION
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