Clinical Immunization Safety
Assessment Centers
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Life Cycle of a Vaccine Safety Concern
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Clinical Immunization Safety
Assessment (CISA) Centers: The Need

o Limits of pre-licensure trials => reliance
on post-licensure for safety surveillance.

1 Most common post-licensure surveillance:
passive “spontaneous” reporting system.

. AE's occur rarely => each reporter likely
doing so 1st time => non-standardized
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Clinical Immunization Safety
Assessment (CISA) Centers

4 Tasks:

e Intensive study: person with true reactions.
¢ Standard assessment => => new “syndrome X"?
e Monitoring next dose in patients with severe AE.

e Consultation for clinical safety questions + follow-up to
track compliance & outcome.

. Goal:

S

AR
AT T 177
AN I A A i v



Investigation of Vaccine Safety
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CISA Network
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CISA Centers
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Some Examples of CISA Projects

1 Vaccinia protocols and algorithms

1 Limb swelling after the 5% dose of
DTaP

4, Lymmphoma and SV-40 virus
1 Genetics of adverse reactions to |
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Clinical Immunization Safety
Assessment Centers
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