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3.2.2 Patient Disposition, Demographic and Baseline Characteristics 

Table 1 is a summary of patient disposition and duration of treatment by study.  92% of the 
patients completed the 96 week study in HIVNAT017, with a median (mean) of 98 (92) weeks 
treatment.  89% of the patients in NV20911 completed the 48 week treatment, with a median 
(mean) of 48 (45) weeks.  86% of the patients in the PACTG397-Saq/r completed the 48 week 
treatment, with a median (mean) of 49 (46) weeks. 

Table 1. Disposition and Duration of Treatment1 

HIVNAT017 (n=50) NV20911 (n=18) PACTG397Saq/r (n=14) 
Completion2 46 (92%)3 16 (89%) 	 12 (86%) 
Discontinue 4 (8%) 2 (11%) 	 2 (14%) 

Died 3 (6%) 0 (0%) 	 0 (0%) 
Other 1 (2%) 2 (11%) 	 2 (14%) 

Duration of Treatment 

Median 97.9 48.0 48.6 

Range 0.7,106.7 10.6,54.7 8.1,55.0 

Mean (std) 92.2 (24.2) 44.6 (12.3) 45.8 (11.1)
 

1.	 Source: Reviewer’s analysis. 
2.	 Cutpoint =90 weeks for HIVNAT017, 44 weeks for NV20911 and PACTG397-Saq/r. 
3.	 Pt 117 had a Week 84 HIV RNA data, with a duration of treatment of 45.6 weeks;

 Pt 101 had HIV RNA VLs at Week 96 or longer, with a duration of treatment of 28.4 weeks.  

Table 2 is a summary of demographics by study.  56% in the HIVNAT017, 61% in the NV20911 
and 50% in the PACTG397Saq/r are female pediatric patients.  The median age is 9 years old 
with a range of (4,15) in the HIVNAT017. The median age is 4 years old with a range of (0.6,6) 
in the NV20911 and the median age is 11 with a range of (5.6,16.5) in the PACTG397.  The 
HIVNAT017 was conducted among 50 pediatric patients in Thailand, and the NV20911 was 
conduced in 18 pediatric patients in Argentina, Spain and Thailand, and the PACTG397 was 
conducted in the US. 
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Table 2. Demographic Characteristics1 

HIVNAT017  NV20911  PACTG397Saq/r 
N 50 18 14 

Sex Male 22 (44%) 7 (39%) 7 (50%) 
Female 28 (56%) 11 (61%) 7 (50%) 

Race Caucasian 0 (0%) 8 (44%) 4 (29%) 
Black 0 (0%) 0 (0%) 5 (36%) 
Asian 50 (100%) 10 (56%) 1 (7%) 

Hispanic 0 (0%) 0 (0%) 4 (29%) 

Age-Low: range (n,%) 4.5-11.9 (40,80%) 7 mo -<2 (5,28%) 5.6-11.8 (9,64%) 
Age-High: range (n,%) 12.2-15.5 (10,20%) 2-<6 (13,72%) 13.3-16.5 (5,36%) 
Age mean (std) 9.3 (2.5) 3.7 (1.8) 11.4 (3.2) 

 median (range) 9.3 (4.5,15.5) 4.3 (0.6,5.9) 10.7 (5.6,16.5) 

Weight mean (std) 22.4 (7.9) 13.6 (3.9) 46.2 (19.6)
 (kg) median (range) 20 (10.7,55.0) 14 (6.3,20) 42.9 (24.7,85.5) 

Height mean (std) 120 (14.2) 91.8 (13.3) 144.3(16.8) 
(cm) median (range) 119 (92,159) 91 (62,116) 145 (117,171) 

1. Source: Reviewer’s analysis. 
(b) (4)
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3.3 Evaluation of Safety 

Please refer to medical officer’s review of safety.   
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The above conclusions regarding the age differences correspond to those of the sponsor.   
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4.2 Other Special/Subgroup Populations 

No other subgroups have been analyzed for this review. 
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6. APPENDICES 

6.1 References 

1.	 Snapshot_document_final_032910.doc.  DAVP, 2010. 
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