Appendix K  

Procedures for Participants Enrolled under Protocol Version 2.0.
This section includes procedures for participants enrolled and randomized under Version 2.0 and for participants that were enrolled (after August 10, 2007) but not randomized under Version 2.0.   
Informed Consent

Participants who were enrolled and randomized under Version 2.0 of the protocol and had completed six weeks of follow-up as of August 10, 2007 will be asked to sign the Consent Form for Subjects Enrolled Under Version 2.0 To Continue in the Study Under Version 3.0. The sample consent form can be found in Appendix IIB of protocol Version 3.0. 
Participants who were only enrolled under Version 2.0, not randomized, and have not yet reached the Month 3 visit upon implementation of Version 3.0 will also be asked to sign the Consent Form for Subjects Enrolled Under Version 2.0 To Continue in the Study Under Version 3.0.  This includes all infants enrolled after August 10, 2007.  These infants and their mothers will only be followed for 3 months.

Participants who were enrolled but not randomized under Version 2.0 and who are past the Month 3 visit upon implementation of Version 3.0 need not be re-consented because they are not being asked to continue in the study.  Instead, at the next visit, the study staff will explain to the mother that her and her infant’s participation in the study is complete and document this in the participants’ source records; no further assessments are to be undertaken.

Note:  Unless otherwise directed by the IRB/EC, participants who were enrolled under Version 2.0 of the protocol and consented for specimen storage under that version need not be re-consented for specimen storage under Version 3.0 as there was no substantive change in that consent form from Version 2.0 to Version 3.0.  

Study Drug Dosing Regimen
Study Drug dosing regimen will follow the schedule in Version 2.0 of the protocol until Version 3.0 of the protocol is approved.

Follow-up
Once protocol Version 3.0 is implemented all the visit schedule and follow-up assessments for protocol Version 3.0 will be followed for all participants whether they were enrolled under Version 2.0 or Version 3.0. 

Participants enrolled and randomized under Version 2.0 will remain in the study and be followed for 18 months regardless of whether or not they were unblinded.  

Participants who were enrolled under Version 2.0 but NOT randomized – enrollment occurred after August 10, 2007, are to be followed through the 3 month visit only.
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