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Importance

The goal of oxygen therapy is to deliver sufficient oxygen to the tissues while minimizing oxygen toxicity
and oxidative stress. It remains uncertain what values of arterial oxygen saturations achieve this balance
in preterm infants.

Objective To compare the effects of targeting lower or higher arterial oxygen saturations on the rate of
death or disability in extremely preterm infants.

Design, Setting, and Participants

Randomized, double-blind trial in 25 hospitals in Canada, the United States, Argentina, Finland,
Germany, and Israel in which 1201 infants with gestational ages of 23 weeks 0 days through 27 weeks 6
days were enrolled within 24 hours after birth between December 2006 and August 2010. Follow-up
assessments began in October 2008 and ended in August 2012. INTERVENTIONS Study participants
were monitored until postmenstrual ages of 36 to 40 weeks with pulse oximeters that displayed
saturations of either 3% above or below the true values. Caregivers adjusted the concentration of oxygen
to achieve saturations between 88% and 92%, which produced 2 treatment groups with true target
saturations of 85% to 89% (n = 602) or 91% to 95% (n = 599). Alarms were triggered when displayed
saturations decreased to 86% or increased to 94%.

Main Outcomes and Measures

The primary outcome was a composite of death, gross motor disability, cognitive or language delay,
severe hearing loss, or bilateral blindness at a corrected age of 18 months. Secondary outcomes included
retinopathy of prematurity and brain injury. RESULTS Of the 578 infants with adequate data for the
primary outcome who were assigned to the lower target range, 298 (51.6%) died or survived with
disability compared with 283 of the 569 infants (49.7%) assigned to the higher target range (odds ratio
adjusted for center, 1.08; 95% CI, 0.85 to 1.37; P = .52). The rates of death were 16.6% for those in the
85% to 89% group and 15.3% for those in the 91% to 95% group (adjusted odds ratio, 1.11; 95% CI, 0.80
to 1.54; P = .54). Targeting lower saturations reduced the postmenstrual age at last use of oxygen therapy
(adjusted mean difference, -0.8 weeks; 95% CI, -1.5 to -0.1; P =.03) but did not alter any other outcomes.

Conclusion and Relevance

In extremely preterm infants, targeting oxygen saturations of 85% to 89% compared with 91% to 95%
had no significant effect on the rate of death or disability at 18 months. These results may help determine
the optimal target oxygen saturation.



