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Full inclusion/exclusion criteria for OCTANE enrollment 

 

Inclusion criteria: 

1. HIV-1 infection, documented by a rapid HIV test or any licensed ELISA test kit, 

and confirmed by either an ELISA, an IFA, a Western blot, or plasma HIV-1 

RNA at the study-associated, DAIDS-approved laboratory.  Discordant  

confirmatory results should be followed by plasma HIV-1 RNA determination at 

a DAIDS-approved laboratory for quality control purposes. 

 

2 Women age  13 years, or who have attained the minimum age of consent, as 

defined by the local IRB, whichever is greater. 

 

3 CD4 cell count <200 cells/mm
3
 obtained within 90 days prior to study entry from 

any DAIDS-approved laboratory.  

 

4.       For participants in Trial 1, prior sdNVP MTCT prophylaxis. 

 

NOTE: Receipt of sdNVP more than once for any given pregnancy or in >1 

pregnancy is not exclusionary.   

 

5.  For participants in Trial 1, documentation of all prior sdNVP MTCT prophylaxis.  

   

NOTE: Documentation of each course of prophylaxis may be the current 

participant report, post partum participant report, documentation of 

observed dose, results of post partum plasma, or any combination of the 

above. 

 

6. For participants in Trial 1, the last sdNVP MTCT prophylaxis course must have 

been completed at least 6 months prior to study entry. 

 

7. Plasma HIV-1 RNA quantitation using the Roche Amplicor HIV-1 Monitor Assay 

(version 1.5, standard not ultra sensitive) within 45 days prior to study entry from 

any DAIDS-approved laboratory. 

 

8. The following laboratory values obtained within 45 days prior to study entry: 

 Absolute neutrophil count (ANC) ≥750/mm
3
 

 Hemoglobin ≥7.0 g/dL 

 Platelet count ≥50,000/mm
3
 

 AST (SGOT), ALT (SGPT), and alkaline phosphatase ≤2.5 x ULN 

 Total bilirubin ≤2.5 x ULN   

 

9. Evidence of normal renal function within 45 days prior to study entry as 

determined by an estimated creatinine clearance of ≥60 mL/min using the 

Cockgroft-Gault formula 
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10. For participants of reproductive potential (defined as girls who have reached 

menarche or women who have not been post-menopausal for at least 24 

consecutive months, i.e. who have had menses within the preceding 24 months), 

or have not undergone surgical sterilization (e.g. hysterectomy, or bilateral 

oophorectomy, salpingotomy, or tubal ligation) must have a negative serum or 

urine pregnancy test within 45 days prior to study entry.  

 

11. For participants of reproductive potential, willingness to abstain from 

participation in a conception process (e.g. active attempt to become pregnant or in 

vitro fertilization). If participating in sexual activity that could lead to pregnancy, 

participants must use at least one reliable form of contraception listed below while 

receiving protocol-specified medications and for 6 weeks after stopping the 

medication. 

 

1) Condoms (male or female) with or without a spermicidal agent (condoms are 

recommended because their appropriate use is the only contraception 

method effective for preventing HIV transmission).
 
 

2) Diaphragm or cervical cap with spermicide 

3) IUD 

4) Hormonal-based contraception 

 

Interactions of study drugs with estrogen-based contraceptives:  the effectiveness 

of estrogen-based contraceptives when co-administered with LPV/RTV or NVP is 

unknown; LPV/RTV and NVP decrease plasma levels of ethinyl estradiol; 

therefore, estrogen-based contraceptives are not reliable for women receiving 

LPV/RTV and NVP, and an alternative contraception method must be used. 

 

NOTE: Participants who are not of reproductive potential (girls who have not 

reached menarche, women who have been post-menopausal for at least 

24 consecutive months) girls and women who are not participating in 

sexual activity that could lead to pregnancy, or women who have 

undergone surgical sterilization, (e.g. hysterectomy, or bilateral 

oophorectomy, salpingotomy, or tubal ligation) are eligible without 

requiring the use of contraceptives.  Participant report is acceptable 

documentation for menopause, hysterectomy, bilateral oophorectomy or 

tubal ligation, or sexual activity. 

 

12. Karnofsky performance score 70 on at least one occasion within 45 days prior to 

study entry. 

 

 13. Ability and willingness of participant or legal guardian/representative to give 

informed consent. 

 

14. Intent to remain in current geographical area of residence for the duration of 

study. 
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15. Willingness to attend study visits as required by the study. 

 

Exclusion criteria: 

1. Receipt of any ARV (including for purposes of occupational or sexual post-

exposure prophylaxis or MTCT prevention), except as noted below, at any time 

prior to study entry.   

 

NOTE A: For participants in either trial, receipt of up to 10 weeks (cumulative) 

of ZDV alone, for MTCT prophylaxis or other purpose, which was 

completed at least 6 months prior to study entry, is not exclusionary. 

 

NOTE B: For participants in Trial 1, exposure to NVP, as described in 4.1.4 is 

not exclusionary. 

 

2. For participants in Trial 2, any prior exposure to NVP. 

 

3. For participants in Trial 1, any prior exposure to NVP other than the use of 

sdNVP for prevention of MTCT.   

 

4. Use of systemic cancer chemotherapy, systemic investigational agents, 

immunomodulators (growth factors, systemic corticosteroids, HIV vaccines, 

immune globulin, interleukins, interferons) or rifampin within 30 days prior to 

study entry. 

 

5. Breastfeeding or pregnancy. 

 

6. Known allergy/sensitivity to study drugs or their formulations. 

 

7. Any condition, including active drug or alcohol use or dependence that, in the 

opinion of the investigator, would interfere with adherence to study requirements. 

 

8. Serious illness requiring systemic treatment and/or hospitalization until 

participant either completes therapy or is clinically stable on therapy, in the 

opinion of the investigator, for at least 30 days prior to study entry.  

 

9. Receipt of tuberculosis (TB) treatment within 30 days prior to study entry. 

 

10. Use of any prohibited medications listed in section 5.4.2 within 30 days prior to 

study entry.  

 

11. Current compulsory detention (involuntary incarceration) in a correctional 

facility, prison, or jail for legal reasons or in a medical facility for treatment of 

either a psychiatric or physical (e.g., infectious disease) illness. 



 5 

 



 6 

 



 7 
 



 8 

Analysis of primary endpoint rates in NVP and LPV/r arms, Trial 1, with the addition of  18 

months since sdNVP as time category 

In a post-hoc analysis of the proportions of women in each treatment arm experiencing a primary 

endpoint among those starting ART 6 to <12, 12 to <18, 18 to <24, and >24 months after sdNVP 

exposure: 

Time since 

most recent 

sdNVP dose, 

months 

Cumulative proportions 

experiencing virologic failure 

or death, NVP arm (Number 

of primary endpoints/ Number 

of subjects) 

Cumulative proportions 

experiencing virologic failure 

or death, LPV/r arm (Number 

of primary endpoints/ Number 

of subjects) 

Hazard ratio 

(95% CI) 

6 to < 12 37% (15/41) 3% (1/37) 15.8 (2.1-121) 

12 to <18 29% (7/24) 12% (3/26) 3.0 (0.8-12) 

18 to <24 27% (6/22) 12% (3/26) 2.6 (0.6-11) 

>24 12% (4/34) 10% (3/31) 1.3 (0.3-6.1) 

 

 

 

 

 

 

 

 

 

 

 


