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rifampicina rifapentina
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etambutol etambutol
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@ comparar la actividad antimicrobiana de una pauta
diaria estandar de rifampicina (appr. 10 mg/Kg/dosis) +
HZE frente a una pauta experimental de rifapentina
(appr. 10 mg/Kg/dosis) + HZE
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e conversion del esputo

e acontecimientos adversos grados 3y 4

» analizar otros biomarcadores de eficacia

» sueroteca (para biomarcadores de eficaciay toxicidad)
e comparar pacientes VIH positivos  vs negativos




&

° conversion del esputo

° aconiecimienios adversos gracdos 3y 4

» analizar otros biomarcadores de eficacia

» sueroteca (para biomarcadores de eficaciay toxicidad)

° comparar pacientes VIH positivos  vs negaiivos
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control Rif - HZE diaria ( 5/7)
L estudio Rpt - HZE diaria ( 5/7)
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O Microbiologia

O contacto directo: micro - CDC
O microbiélogo actuaria de “ciego”

O procedimientos estandarizados

> CRF

— “reducida”

—» todos

O Farmacocinética
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Event Date Comment

CDC IRB approval May 2, 2008

1st enroliment Dec 2, 2008

40" enrollment Feb 20, 2009 | Safety report to DSMB Mar 20, 4 wks after
40" enrollment

100t enroliment Apr 8, 2009 | Report to DSMB Apr 13. DSMB comments
combined 15t 2 reports.

Atlanta DSMB mtg May 8, 2009 | Reportto DSMB July 25

200t enroliment July 13, 2009 | | Report to DSMB July 15

300" enrollment Oct 27,2009 | Report to DSMB Naov 6

346 enrolled Jan 4, 2010 | Current enrollment, 72% of target, 480
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Cumulative number of enrollments
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TBTC Study 29 cumulative enrollments by month
(through January 4, 2010)
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Cumulative number of enroliments
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Week of enrollment

First enrollment: December 8, 2008
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Cavitation on baseline radiograph
65% (225/346)

Africa 65% (123/188)

Non-Africa 65% (102/158)
HIV infection

13% (42/328)

Africa 20% (37/183)

Non-Africa 3% (5/145)
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Site
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Frequency

I
100

I
110

FPersons  Percent
Enrolled  of Total
5 1.40
1 0.28
] 1.68
1 0.28
(2 5.04
5 1.40
7 443
3 0.4
¥ 1.96
a 2.24
161 4510
6.16
) 5.68
812
3 0.24
3 0.24
( 532
12 3.36
¥ 1.96
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Pacientes incluidos

E Mar

i Sant Pau
B Clinic

B Drassanes
B Terrassa

E Vall
d'Hebron
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