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for revisions. The main suggestion was having the entry criteriz more
clearly defined,

A ravised protocol was submitted onm 117247830 In thzt protocel the
ii?wsm daily dose was defined to bhe §fFcc., The inttial protocol wag

cc daily. There 1% no indication the IRB approved this change. The
fraquency of prograss reports was not Jisted in tha 10/73/93 letter

an rold en 1/5/94, and as of July 1994, the studv was skill on hold.
Thers i no jndication whether suhiects had ever heen anraliad in the

study.
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was approvec at the 9/18/93 meetting pending suggistions

to the Investigator or in the minuted of the Sentemher 18, 1092 meetin:.

A 9/13/794 lettar from ths Investigator states “he FDA put the stud-
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