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BACKGROUND

* Understanding the risk-benefit trade-off for pregnancy
and infant outcomes In clinical trials of pregnant women
IS complex due to multiple outcomes of interest

* Clinical trials often summarize risks and benefits In
separate analyses, which can be misleading

« Alternatively, risk and benefit can be compared using a
desirability of outcome ranking (DOOR) with
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Infant Death through 1 Year of Life 2.5% 5%

many outcomes, compared to previously nfant HIV nfecton ? 2.5%

TABLE 2. Severity Weights From Tipping Point Analysis

Ranked Outcome Severity Weight

reported separate analyses.

Infant Death through 1 Year of Life 18
Spontaneous abortion or stillbirth 4.9

weights to account for the severity of the outcome
 We employed this strategy using data from the

MPAACT 2010 (VESTED) il DTG+FTC/TAF provided the best overall [ "o

METHODS

- = Major Congenital Anomaly 2.4
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J . L DTG+FTC/TAF arm over the DTG+FTC/TDF arm (Figure 1) CONCLUSIONS

* Key inclusion criteria included >= 18 years of age . . . .

confirmed HIV-1 infection. ART-naive at Screenin ’ * Ordinal ORs resulted in a better risk-benefit trade-off for DTG+FTC/TAF compared to « The risk-benefit trade-off was clearer with these ranked
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evidence of multiple gestation or fetal anomaly =RV (OR=0.60, 95% confidence interval(Cl).0.42, 0.88) outcome analyses, compared to the many separate

gestational age of 14-28 weeks ! * The study team guestionnaire resulted in higher severity-weights for more extreme outcomes previously reported analyses which favored different
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