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Entry criteria: HIV-RNA >5,000, MDR-HIV by genotype

Screening 0 4 8 12 16 20 24 28 32 36 40 44

Evaluations

Genotype

Phenotype

HIV-RNA

CD4 Count

QOL (SF-12)

Adherence

0 4 8 12 16 20 24 28 32 36 40 44

Evaluations

Genotype

Phenotype

HIV-RNA

CD4 Count

QOL (SF-12)

Adherence

Months

Randomization to:

STI Arm

STI
(4 mo)

Control Arm

Optimized Salvage Regimen

Optimized Salvage Regimen
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96.797.096.4Three-class drug exposure (%)

5.0  
[0.6]

5.0  
[0.5]

5.0  
[0.6]

HIV RNA (mean, log10 copies/mL), 
[S.D.]

9.79.310.0Number of drug resistance 
mutations* (mean) 
*Maximun of 54 mutations; Reference: IAS Oct. 2004

11.011.011.0Prior number of ARVs (median)

69.271.866.7Nadir CD4 count (mean, cells/mm3)

180.5  
[158.8]

177.5  
[171.9]

183.3  
[145.8]

CD4 count (mean, cells/mm3), 
[S.D.]

58.059.756.4Prior progression of disease (%)

44.947.042.9Race - White (%)

9.19.78.6Female (%)

44.343.944.8 Mean age (years)

274134140Number of patients

TotalControlSTICharacteristic
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Mean change from baseline in HIV RNA log10 copies

0.920.20.0- 0.8- 0.8After month 24

0.85

<0.0001

P-value

0.1

0.1

SE

0.0

1.2

Difference

- 0.7- 0.7Months 5-24

- 0.8+ 0.4Months 0-4

ControlSTITime Interval

0.920.20.0- 0.8- 0.8After month 24

0.85

<0.0001

P-value

0.1

0.1

SE

0.0

1.2

Difference

- 0.7- 0.7Months 5-24

- 0.8+ 0.4Months 0-4

ControlSTITime Interval
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Mean change from baseline in CD4 cell/mm3

0.0723.442.8+ 39.6- 3.2After month 24

0.0001

<0.0001

P-value

12.0

8.2

SE

47.0

84.3

Difference

+ 39.1- 7.9Months 5-24

+ 35.6- 48.8Months 0-4

ControlSTITime Interval

0.0723.442.8+ 39.6- 3.2After month 24

0.0001

<0.0001

P-value

12.0

8.2

SE

47.0

84.3

Difference

+ 39.1- 7.9Months 5-24

+ 35.6- 48.8Months 0-4

ControlSTITime Interval
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0.041.662944POD

0.910.973330Death

0.221.284857POD or 
Death

ControlSTI

P-valueHazard 
Ratio**

Number of First 
Events*

Event

0.041.662944POD

0.910.973330Death

0.221.284857POD or 
Death

ControlSTI

P-valueHazard 
Ratio**

Number of First 
Events*

Event

*Total POD or death events: 94 in the STI arm and 74 in the control arm
**HR adjusted for baseline CD4, HIV-RNA, prior POD, and clinical site
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DAIDS representatives:  C. Petinelli, A. Martinez
Consultants: D. Mayers, S. Palmer, R. Reisler, R. Swanstrom
Industry sponsors:  Virco (A. Rinehart, L. Bacheler, W. Verbiest) 

The CPCRA 064 study is funded by grants from the National 
Institute of Allergy and Infectious Diseases, National Institute
of Health.
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No. Pts.
STI 140 129 130 131 120 115 112 97 75 55 40 19

Control 134 126 123 122 119 116 110 91 71 51 40 17
P-value <.001 .004 .003 .006 .001 .094 .004 .093 .619 .810 .550
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0 4 8 12 16 20 24 28 32 36 40 44

No. Pts.
STI 140 133 130 130 121 114 111 97 73 51 36 18

Control 134 127 124 123 118 113 110 91 68 50 37 15
P-value <.001 .61 .97 .84 .59 .15 .67 .49 .42 .13 .68
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0.0133%19%Amprenavir included

0.0254%40%d4T included

0.06

0.02

NS

p-value

35%46%Tenofovir included

3.93.8Total # Drugs

56%70%Lopinavir included

ControlSTI1st Regimen after 
Randomization*
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ControlSTI1st Regimen after 
Randomization*

*The new optimized regimen began immediately after randomization for the Control arm and was delayed       
until after the treatment interruption period in the STI arm.
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19  (39.6%)13  (22.8%)Death

1  (2.1%)1  (1.8%)KS, mucocutaneous or visceral

1  (2.1%)1  (1.8%)HIV wasting syndrome

* Two people, one in each treatm ent arm, presented with two clinical events simultaneously as their first event. Both events for 
each person are listed above.

0  (0.0%)1  (1.8%)Herpes zoster, disseminated

2  (4.2%)0  (0.0%)AIDS Dementia Complex

1  (2.1%)0  (0.0%)Recurrent bacterial pneumonia

0  (0.0%)1  (1.8%)Aspergillosis

0  (0.0%)1  (1.8%)Neurologic event, unspecified

1  (2.1%)0  (0.0%)Histoplasmosis

2  (4.2%)0  (0.0%)Herpes simplex, >1month or >2cm

0  (0.0%)2  (3.5%)Toxoplasmosis (CNS)

3  (6.3%)0  (0.0%)MAC

1  (2.1%)3  (5.3%)Lymphoma

1  (2.1%)4  (7.0%)Cryptococcosis

3  (6.3%)5  (8.8%)Cryptosporidiosis, chronic intestinal

6  (12.5%)4  (7.0%)CMV

3  (6.3%)7  (12.3%)PCP

5  (10.4%)15  (26.3%)Esophageal Candidiasis

Control*STI*Event
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