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Study protocol summarized [1-2 paragraphs]

The reason for continuing the study discussed

Synopsis of changes since last review included

The number and the gender, ethnic/racial, and age breakdown (if
appropriate) of subjects recruited to date listed

Any unforeseen or adverse events and response since the last review
described

The number of withdrawals since the last review and the reason(s) for
the withdrawals listed

The number of complaints concerning the research received since the
last review listed and the complaints summarized

Any relevant multi-center trial reports and any other relevant
information especially about risks associated with the research included

A copy of the current consent document and any newly proposed
consent document included

Specific sites/agencies used and their IRB approval status identified

Copies of the current approval documents from any other IRBs who
reviewed this study included
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