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C. Research Support

NIAID

RFP (Al45244/A1-95383/A1-70022) 09/30/94-04/30/07; (renewed 05/01/07 - 04/30/14)
“Tuberculosis Research and Prevention Unit”

The purpose of this international contract is to perform multi-disciplinary investigations of the
transmission, immunopathogenesis, and microbiology of tuberculosis and to conduct phase I/1I/lI clinical trials
of new drugs, vaccines, immunotherapeutic agents and regimens for tuberculosis prevention and treatment.
The contract has 3 international trial sites (Makerere University, Kampala, Uganda; Federal University of
Espirito Santo, Vitoria, Brazil; Tropical Diseases Foundation, Makati City, Philippines). Phase Il clinical trials
evaluating adjunctive immunotherapy with heat-killed M. vaccae and recombinant human interleukin-2 have
been completed in Uganda. A phase /Il trial assessing the early bactericidal activity of rifalazil (KRM-1648), a
new rifamycin derivative, was conducted in Brazil. Several trials evaluating potential surrogate marker of host
immunological and microbiological responses during anti-TB treatment have been conducted in Brazil and
Uganda. Current studies include a phase Il randomized clinical trial in Uganda, Brazil and the Philippines to
assess whether TB treatment can be shortened from 6 to 4 months in HIV-non-infected adults with non-
cavitary tuberculosis who convert their sputum cultures to negative after 2 months of treatment and a phase IIb
trial in Brazil to compare the early bactericidal activity of 3 new fluoroquinolones and linezolid.

Principal Investigator: W. Henry Boom MD; John L. Johnson, M.D., Co-Investigator and Component Leader -
Clinical Trials

CDC
Contract (200-2003-01441 09/15/03-09/14/09
“Tuberculosis Trials Consortium (TBTC) International Sites”

The Tuberculosis Trials Consortium (TBTC) is a collaboration of international clinical investigators
whose mission is to conduct programmatically relevant research concerning the diagnosis, clinical
management, and prevention of TB infection and disease. Initially constituted at US and Canadian sites,
TBTC expanded in 2003 to include international sites in Brazil, Uganda, Spain and South Africa. Study 27, a
randomized, double dummy phase llb trial to assess the activity and tolerability of moxifloxacin substituted for
ethambutol during the first 2 months of treatment in HIV-infected and non-infected adults with smear positive
TB was completed in 2005. Study NAA is an ongoing study of the ability of nucleic acid amplification tests to
predict tuberculosis relapse after treatment in HIV-infected and non-infected adults. Study 28, a randomized,
double dummy phase Ilb trial to assess the activity and tolerability of moxifloxacin substituted for isoniazid
during the first 2 months of therapy in HIV-infected and non-infected adults with TB, was initiated in February
2006.

Principal Investigator: John L. Johnson, M.D.

Family Health International - NO1-HD-0-3310-502-2 (Salata, PI) 10/1/00 - 9/30/10
“Hormonal Contraception and the Risk of HIV Acquisition”

The major goals of this study are to assess whether hormonal contraception use in women in Uganda,
Zimbabwe and Thailand increases HIV transmission.

Role: Investigator
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