Update on immunization safety
monitoring: Tdap administered to
pregnant women

National Center for Emerging and Zoonotic Infectious Diseases
Division of Healthcare Quality Promotion



Outline



Immunization Safety Office (ISO) Mission
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Vaccine Adverse Event Reporting System (VAERS)
(co-managed CDC and FDA)?
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: http://vaers.hhs.gov
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Vaccine Safety Datalink
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Vaccine Safety Datalink Sites: 2013
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Clinical Immunization Safety Assessment
(CISA) Project




CISA Project Sites and
Principal Investigators (Pl)



ISO monitoring of safety of Tdap
administered during pregnancy
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Spontaneous abortion (SAB) 22
Fetal death 2
Preterm birth 2

Major birth defect 1 (gastroschisis)



Tdap in Pregnancy:VSD Studies
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Summary: Monitoring for maternal Tdap safety

*¥2.6%, unpublished internet panel survey Aug 2011-Apr 2012 (J.
Liang, October 2012 ACIP presentation)
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