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BACKGROUND
• Gestational weight (wt) changes can affect pregnancy
outcomes
• Integrase inhibitor use is associated with excessive wt
gain and adverse metabolic effects in non-pregnant
adults
• Wt gain with use of raltegravir (RAL) during pregnancy
has not been described
• NICHD P1081: Phase IV randomized trial comparing
virologic response with use of RAL vs efavirenz (EFV) in
antiretroviral naïve pregnant women living with HIV
• Post-hoc exploratory analyses objectives: (1) to compare
antepartum changes in wt and body mass index (BMI)
between arms; (2) to examine associations between wt
gain and adverse pregnancy outcomes (APO)
METHODS
• Population: 281 women with singleton pregnancies, 2031 gestational weeks, on study for ≥4 weeks
• Wt/BMI analyzed as rate of change per week from entry
to last measure prior to delivery (median rates on EFV vs
RAL compared using Kruskal-Wallis tests)
• Low rate of wt gain defined as <0.18 kg/wk, normal rate
between 0.18-0.58 kg/wk and high rate defined as ≥0.59
kg/wk (frequencies on EFV vs RAL compared using
Fisher’s exact test)

Figure 1. Antepartum rate of BMI change by treatment arm.

ARV-naïve pregnant women:
• On RAL were less likely than those on
EFV to have low rates of weight gain and
more likely to have high rates of weight
gain
• With low versus normal rate of weight gain
were significantly more likely to have SGA
infants and meet the composite adverse
pregnancy outcome
• Association between wt gain category and APO (stillbirth, neonatal death, preterm delivery <37 and <34
weeks, small and large for GA [SGA and LGA], or a composite APO) (Exact logistic regression analyses)
• Analyses used 2-sided 5% significance level

RESULTS
• Baseline characteristics were similar between EFV
(N=137) and RAL (N=144) groups
• RAL-based ARV regimen was associated with
significantly higher antepartum rate of wt gain (median
0.36 kg/wk vs. 0.29 kg/wk, p=0.01) and BMI increase
(median 0.14 kg/m2/wk vs. 0.11 kg/m2/wk, p=0.01)
compared to EFV-based treatment
• Women on RAL were less likely to have low rate of wt
gain (18% vs. 36%) and more likely to have high rate of
wt gain (21% vs. 12%) (p=0.001)
• Women with low rate of wt gain were significantly more
likely to have SGA infants or to have composite APO
than women with normal rate of wt gain (Table)
• There were no significant differences in rates of APO
between women with high versus normal rate of wt gain
CONCLUSIONS
• Low rate of wt gain in this study was associated with
adverse pregnancy outcomes and was less likely with
RAL based treatment

Table. Association of rate of antenatal weight gain with birth outcomes.
N (column %) with outcome

Odds Ratio (95% Confidence Interval)

Birth Outcome
Composite outcome**

Low rate
(N=76)
32 (44%)

Normal rate
(N=158)
35 (22%)

High rate Low vs. normal rate
High vs. normal rate
of weight gain
of weight gain
p-value
p-value
(N=47)
13 (28%)
2.7 (1.4, 5.2)
0.002
1.3 (0.6, 3.0)
0.55

Stillbirth

3 (4%)

0 (0%)

0 (0%)

8.2 (1.2, >999.9)

0.07

N/A

N/A*

Neonatal death

1 (1%)

1 (1%)

0 (0%)

2.1 (0.0, 165.3)

>0.99

N/A

N/A*

Preterm <37 weeks

7 (10%)

15 (9%)

7 (15%)

1.1 (0.4, 3.0)

>0.99

1.7 (0.5, 4.7)

0.43

Preterm <34 weeks

2 (3%)

3 (2%)

4 (9%)

1.5 (0.1, 13.8)

0.96

4.8 (0.8, 33.7)

0.10

Small for gestational age

21 (30%)

20 (13%)

7 (15%)

3.0 (1.4, 6.4)

0.003

1.2 (0.4, 3.2)

0.85

Large for gestational age

4 (6%)

16 (10%)

2 (4%)

0.5 (0.1, 1.8)

0.43

0.4 (0.0, 1.8)

0.34

* N/A: Not available (odds ratios and confidence intervals could not be estimated well due to very small numbers of events)
** Composite includes the occurrence of any of: stillbirth, neonatal death, preterm (<37 weeks) or small for gestational age (<10th percentile)

Figure 2. Antepartum rate of weight change by treatment arm.
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