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Abstract 

OBJECTIVE 

To compare the effect of patterned and frequency-modulated orosomatosensory stimulation 
(PFOS) and passive non-nutritive suck (pNNS) on time to achieve full oral feeds (FOF) in very 
preterm infants.   

DESIGN: Multicenter randomized controlled trial.   

SETTING: Five level III-IV neonatal intensive care units in the United States.   

PATIENTS: Preterm infants born 26 - 30 weeks’ gestational age (GA).  

INTERVENTION: Infants in the experimental group (n = 109) received PFOS via a pulsatile pacifier. 
Infants in the control group (n = 101) received pNNS via a non-pulsatile pacifier.   

MAIN OUTCOME MEASURES: The primary outcome was number of days from initiation of oral 
feeds to FOF.   

RESULTS 

Compared to the control group, infants in the experimental group had reduction in time to FOF 
(4.0 days, 95% CI: 0.2-7.68; p = 0.04) and LOS (6.0 days, 95% CI 0.211.9, p = 0.04). Subgroup 
analysis suggests a GA-dependent response to PFOS. The 26-28 weeks subgroup reached FOF 
2.2 days earlier (p = 0.41) and LOS was reduced by 1.1 day (p = 0.73) whereas the 29-30 weeks 
subgroup reached FOF 5.1 days earlier (p = 0.06) and LOS was reduced by 10.5 days (p = 0.006). 
PFOS was well tolerated and there was no difference in neonatal growth, mortality or morbidities 
between the two groups.  

CONCLUSIONS 

PFOS reduces time to FOF and LOS in very preterm infants without adverse effects. Future studies 
are needed to investigate the effect of GA and chronological age on the optimum timing of 
intervention. 
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