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Table 1. Baseline Characteristics of the Patients.=
Integrated Therapy  Sequential Therapy

Variable (N=429} [H=213) P Value
Hge —yr .48

Mean I4.4:8 3% 339:R.18

Range 1972 1960
Male sex — % 437 521 0.45
Educational karel — noftatal na. (%] 003

Primary schiool or less 92477 (21.5) 4% [X2.5)

Some secondasy schoal 205/437 (48.0) &0 [37.6)

Completed secondary school 130437 (30.4) £5 [39.9)
Employed — no.ftotal no. (%) 251438 (58.E) 115 [54.5) 0.35
History of tuberculosis — no. (%) 144 [33.E) &4 [30.0) 0.42
Kamofsky score — no.ftotal mo. (%) 0.44

00 or 100 251435 (539.1) 133/20m [63.2)

70 or 80 165475 [38.8) 75208 [35.9)

<70 9/435 [1.1) 3208 [1L0)
Median T4+ count (interquartile ange) — cells/mm’t 150 [77-254) 140 [59-247) 0.32
Median log wiral load (imterquartils range) — copiesfmig 5.2 [4.5-5.6) 52 [4.7-56) 0.22
WHO stage 4 HIV infection — na. [3%]§ 49 10 [4.7) 1.00
Presznce of extrapulmonary tuberculosis — no. [5%) M [5.E) 10 (4.7} 071
Median no. of days of tuberoulosis therapy at randomization g [1-14) 9 [7-16) 0.15

(imterquartils rang=)

* Plus—minus walu=s are means £50.

T Patients underwent randomization on the basis of the CD4+ count at screening (criterion for study enroliment, <500
cells per cubic millimeter). Howewer, for 16 patiemts, the COM4. count at enrollment was more than 500 cells per cubic

miillimeater.

1 The wiral load at baseline was measured in 397 patients in the integrated-therapy group and in 201 patients in the s=-

quential-therapy group.

§ The remainder of patients had stage 3 infection, according to criteria of the World Health Organization (WHO).




Takde 1. Death Rates and Hazard Ratios, Stratified According to CDud+ Cell Count.

CD&4 Count Integrated Therapy Sequential Therapy

Mo. of Death Rate/ Ma. of Death Rateyf
Mao.of Person- Mo.of 100 Person-Yr Mo.of Person- Mo.of 100 Person-Yr
Patients Yr Deaths  (85%C) Patients Yr Deaths ([85%C)

All patients 8 47 B SAQSTE 3 I T IL1EAITT)
M0 cellsfmm® 273 W1 B BIGI1ZY) DR 17 21 1S3IEENS)
2200 cellsfmm® 156 186 7 L1{01-39) 75 % 6 TO[EIS3)

Hazard Ratio
[55% Q)=

(.44 [0.25-0.79)
(.54 (0.30-0.98)
(.16 {0.03-0.79)

P
Value

0.003
0.04
0.02

* Hazard ratics are for the integrated-therapy group, as compared with the sequential-therapy group.
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Table 3. Clinical Owtcomes of Tuberculosis Theapy.«

Outcome Imtegrated Therapy (N=343) Sequential Theapy (N=171) P Value
Repeated Therapy  First Episode of Eepeated Therapy  First Episode of
of Tubercubosis Tuberculosis of Tuberculosis Tuberculosis
{N= 118} M= 227} {N=5%) (MN=113}
number (parcermt)
Tuberculosis oursf &7 (57.K) 131 (57.7) 31 (534) &7 (583 Lo0
Successful completion] 16 [11.5) 42 (185) 5[8E) 1E (14.7) 020
Therapy sucosss (cure plus successful completion) 83 [FL.g) 173 [76.2) 36 [BZL) 83715 aar
Dvied before completion of therapy 7T (6.0 12 (5.3) & [10.3) 9 [8.0) 019
Therapy interruption 21T L i[53 T [62) 001
Therapy fGilur=f o o a 1{0.9) 033
Lo=s bo follow-up 13 {11.3) 13 (5.7) E(10.3) E(5.3) Lo0
Therapy cutcome unknown because of transfer 1({0.9) 523 2(34) 109 L]
to another clinic
Oither cartoome 1{0.99 1(04) 0 o
Outcoames pending (still receiving therapy at time 9 ({7.8) HaE 5{B.E) E(5.3) 044

of amalysis)

* Only patients wha were enmolled in the study at least 7 months before the date of the analysis are incdluded. Percentages may not total 1045
because of rounding.

T Tuberculosis cure was defined as a sputwm smear that was negative for acid-fast bacilli close to the time of therapy completion.

T Successful completion of therapy was defined as the use of more than 85% of the prescribed medication.

§ Therapy failure was d=fined as the presence of a positire smear or culture for Mycobociesum tubsrculoss obtained at least 5 months after the
initiation of tubsrculosis therapy.
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