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Immunization Safety Task 
Force Activities 



NVPO coordinates and 
leads the ISTF: Ensures 
that all federal efforts 
relevant to immunization 
safety are coordinated and 
integrated and that 
opportunities to enhance 
synergies across the federal 
government in immunization 
safety are identified  
 

Enhance Collaboration of Vaccine Safety 
Activities: The Immunization Safety Task Force 
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CDC 
Rita Helfand 
Cindy Weinbaum 
Frank DeStefano 
Tom Shimabukuro 
 
HRSA 
Melissa Houston 
Tamara Overby 
 
BARDA 
Jo Schweinle 
 
 

FDA 
Steven Anderson 
Marion Gruber 
Karen Midthun 
Peter Marks 
David Martin 
Phil Krause 
 
NIH 
Barbara Mulach 
Charles Hackett 
Claire Schuster 
Andrew Ford 
 

DOD 
Limone Collins 
Jorge Carrillo 
Catherine Witkop 
Ava Conlin 
Amy Costello 
 
VA 
Fran Cunningham 
 
IHS 
Amy Groom 

ISTF Members 



Vaccine Safety Scientific Agenda 

http://www.hhs.gov/nvpo/vacc_plan/vaccine-safety-scientific-agenda.html 



Vaccine Safety Cooperative Agreement 
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OASH Funded Vaccine Safety Evaluation 
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FY 2015 OASH Evaluation Set-Aside 
Evaluation Description and Justification 

  
1. Initiative Title 

Evaluation of Federal Vaccine Safety Systems Ability to Test and Survey the 
Safety of Vaccines Administered During Pregnancy 

2. Total Annual Budget 
$400,000 

3. Proposal Information  
Indicate submitting office and any offices with which you are collaborating if 
appropriate: 
Submitting office: National Vaccine Program Office (HHS/OASH) 
Collaborating offices: Immunization Safety Office (HHS/CDC) 
The Immunization Safety Task Force (ISTF; NIH, CDC, DoD, VA, HHS, FDA, 
IHS, BARDA) 

   
Point of Contact: Dr. Karin Bok 



NVPO Collaborations on 
Vaccine Safety Research 
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Enhanced Evaluation of Risk of Narcolepsy 
Associated with Pandemrix and 
Arepanrix and MF59-adjvanted H1N1 vaccines 

Relevance 
• SOMNIA is a landmark study for estimating the risk of narcolepsy following 

H1N1pdm09 
• vaccines. Due to its unprecedented sample size from other than signaling countries 

and 
• the availability of data on ASO3 and MF59 adjuvanted vaccines, it will yield 

important 
• information for future pandemic influenza preparedness plans and policy. 

 
Study Progress 
• 13 sites are enrolled in 9 countries in 4 continents 
•  9 sites contribute to incidence rate study 
•  First report submitted in February with population based data from 5 sites 
•  Second report is scheduled for September 2015 
•  8 sites contribute to case control study 
•  Data submission time line postponed to July 31, 2015 



Clinical Study of Tdap Safety in Pregnant 
Women 
• Collaboration with CDC/CISA 

• Compare the rates of local and systemic reactions following Tdap in pregnant 
women with non-pregnant women 

 
• Assess rates of preterm and small for gestational age (SGA) births in women 

who received Tdap during pregnancy  

 
• Explore differences in local and systemic reactions in pregnant women who are 

receiving their 1st Tdap versus those who have received Tdap in the past 
 

• Evaluate health outcomes and growth 
parameters in infants born to women who 
received Tdap (first 6 months of life) 
 

• Registered in www.clinicaltrials.gov (NCT02209623) 
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QUESTIONS/COMMENTS? 
THANK YOU! 

12 


	NVPO update on Vaccine Safety
	Overview: National Vaccine Safety System
	Immunization Safety Task Force Activities
	Enhance Collaboration of Vaccine Safety Activities: The Immunization Safety Task Force
	Slide Number 5
	Vaccine Safety Scientific Agenda
	Vaccine Safety Cooperative Agreement
	OASH Funded Vaccine Safety Evaluation
	NVPO Collaborations on Vaccine Safety Research
	Enhanced Evaluation of Risk of Narcolepsy Associated with Pandemrix and�Arepanrix and MF59-adjvanted H1N1 vaccines
	Clinical Study of Tdap Safety in Pregnant Women
	QUESTIONS/COMMENTS?

