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Change Description

Previously, when selecting “Blood Level Bioequivalence Study” as the type of protocol you are
submitting within the General Information screen, the full set of QbR questions were enabled. All other
responses used the standard form allowing for the upload of the protocol PDF file.

With the latest change, a new question has been added related to the design of your Blood Level
Bioequivalence Study. The new question is only presented when “Blood Level Bioequivalence Study” has
been selected as the type of protocol you are submitting. The options within the new question are
“Crossover (including RSABE analysis) or Parallel Design” and “Alternate Design.” If selecting “Crossover
(including RSABE analysis) or Parallel Design” the full set of QbR questions are enabled. If selecting
“Alternate Design” the standard form allowing for the upload of the protocol PDF file is enabled.

New Design of your Blood Level Bioequivalence Study Question

Use 5l units in any responses where units are requested
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