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AIM OF STUDY: 

The Tshepo Study is an open-label, randomized study comparing:

a ) The rate of development and specific types of drug resistance mutations with various antiretroviral therapies to HIV-1C infection, the subtypes of HIV found in southern Africa, and;

b ) The short and long term effectiveness of two operational modifications of directly observed therapy (DOT) medication adherence strategies for antiretroviral therapy. Specifically, DOT administered via a clinic-dispensing approach versus a community-based approached will be compared. Evaluating and comparing these two strategies will help determine how to best modify approaches for successful, long-term antiretroviral treatment in Botswana.

Ideally, the Tshepo Study will not only help understand the virus in this region and how to best treat those infected with it, but will benefit other anti-AIDS efforts in Botswana, by strengthening “hope”.

OBJECTIVE: 

The primary objectives of this study are:

(a) To compare the time to virological failure with significant antiviral drug resistance between randomized groups of patients initially receiving either zidovudine (AZT)/ didanosine (ddl) or lamivudine (D4T)/ stavudine (3TC), and either efavirenz of nevirapine;

(b) To compare the time to virological failure with significant drug resistance between randomised groups of patients receiving two different operational modifications to a DOT medication adherence strategy and to compare long-term adherence to antiretroviral therapy between these groups;

(c) To fully characterise the genotypic patterns of resistance in HIV-1C infected individuals, and compare these to HIV-1B primary and secondary resistance mutations;

(d) To compare the time to virological failure for the different groups as defined in objectives a) and b)

(e) To evaluate the time to the development of treatment-related toxicity, as measured by a clinical event or a laboratory-determined adverse event among all treatment groups.

TIME LINE: 5 Years

START DATE: 15 Dec ‘99
PROTOCOL: At least 650 adult HIV-1 infected persons will be recruited from the catchment area of the Princess Marina Hospital in Gaborone, Botswana into an open-label, combination antiretroviral study. Patients will be followed longitudinally for a minimum of 36 months on antiretroviral therapy. Enrolment is anticipated to take place over a 12-month period 

