Dear A5164 participant:
Thank you again for your participation in ACTG A5164, “A Phase IV Study of Antiretroviral Therapy for HIV-Infected Adults Presenting with Acute Opportunistic Infections: Immediate versus Deferred Antiretroviral Treatment.” The protocol team for A5164 would like you to know about the results. This information will be presented in Boston, Massachusetts, at the 15th Conference on Retroviruses and Opportunistic Infections (CROI) in February 2008.
Purpose

As you know, the goal of this study was to find out if it is better to start drugs that fight HIV right away, while you are being treated for an AIDS-related complication like an opportunistic infection (OI) or serious bacterial infection (BI) (for example, pneumonia), or wait until after the OI or BI has been treated. Another purpose of this study was to compare the safety and effectiveness of the anti-HIV drugs when started during or after OI or BI treatment.

Design

Two hundred and eighty-two people taking treatment for an OI or BI took part in this study.  At entry, everyone was assigned by chance to either start taking anti-HIV drugs right away (“Immediate” arm) or to start taking anti-HIV drugs after their OI or BI was treated (“Deferred” arm).  
Outcomes

At the conclusion of the study, there was no difference between the two groups in the number, the type, or the seriousness of the side effects that were reported during the study. There also was no difference in the study’s main (or primary) focus, comparing 1) the number of participants who had a new AIDS-related complication or died with 2) the number who were alive without a new AIDS-related complication but who had a detectable HIV viral load, with 3) the number who were alive and who had no detectable HIV viral load.  
However, a difference between the two treatment groups was suggested in one of the other (secondary) analyses:  the time that it took participants to experience a new AIDS-defining illness or death. Participants in the immediate group (Group A) survived longer without a new event than did participants in the deferred group(Group B). This difference seemed to be most important during the first 6 months that a participant was taking anti-HIV drugs.
Conclusion

In conclusion, A5164 demonstrated that starting anti-HIV drugs while the treatment for an OI or BI is ongoing can be as safe as waiting to start anti-HIV drugs until the treatment for the OI or BI has been completed.  The study results also suggest that the early start of anti-HIV drugs is associated with fewer deaths and new AIDS-related complications.  The team therefore recommends that anti-HIV drugs be started as early as possible when a patient comes into care with an active AIDS-related OI or BI.
The protocol team greatly appreciates your taking time to participate in this important and successful study. You may contact ______________________________ (local contact) if you would like more information about this study.
Sincerely,

The A5164 Protocol Team

