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T

he issues for investigators and for sites are somewhat unique for vaccine studies. The large number of subjects enrolled in a very
short time, the number of minor AEs, the large total number and different types of specimens to process and the need for 1-5
year subject retention. Many issues arise around specific populations especially the elderly. Speed and competitive enrollment
verses a controlled calculated pace is a discussion mostly unique to vaccines. Other issues while not unique to vaccine studies, such
as data entry, supplies, I.P., and randomization plans are amplified due to the large number of subjects these studies enroll. This
session will discuss these differences and offer protocol considerations to assist with protocol development and execution.
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