Statistical Center for
HIV/AIDS Research & Prevention

microblcide trials netwark

MTN-013/IPM 026 Data Communiqué #5

April 27, 2012

This is official study documentation for MTN- 013/IPM 026. Please circulate it among relevant staff for
their review, print it, and place it in your MTN-013/IPM 026 SSP Manual in the Data Communiqués section.

This document is considered part of the MTN-013/IPM 026 SSP manual.

UPDATES

1.

Cervical Biopsy Weights (CBW-1) case report form items 3 and 6

It has been determined that the cervical biopsy for PD pre- and post-collection weight data is not
needed from the Pittsburgh site. As such, the Pittsburgh site will not be required to perform the
weighing procedure for cervical biopsy specimens for PD, and will mark “Not done” for these
items on the CBW-1 CRF (item 3 and 6).

The Fenway and Birmingham sites will continue to collect these weights and complete items 3
and 6 as usual.

CLARIFICATIONS

None.

REMINDERS

None
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