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* Enrollment Date: If the Enrollment visit is done over more than one day, the Enrollment Date is the date
the participant was randomized.
Item-specific Instructions:

» Item 4a: Enter the local time the randomization occurred in the space provided, using the 24-hour clock in
Section 11 of the SSP (e.g., 15:35 for 3:35 p.m.).

* Item 6: Mark “N/A” if the index was assigned to delayed therapy (arm 2).
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