Proposed NNAP Measure: Probiotic use

What proportion of babies at highest risk of NEC receive probiotics for one or more
days during their stay in a neonatal unit?

Rationale

NEC is a devastating complication of prematurity. Breastmilk use is known to be protective.
Probiotic use has been shown in multiple randomised controlled trials and meta-analyses to
reduce the risk of NEC in preterm infants by approximately 30-45%.2 Further, the use of
probiotics has been shown to reduce mortality.?® Neonatal intensive care units in the UK have
been using probiotics as a matter of routine since 2011, and their use is now widespread, but not
universal.*®> International guidance supports their use, and makes suggestions guiding product
choice? Observational data from the US shows that, when probiotic use dropped from high levels
due to regulatory changes affecting product availability, rates of NEC in affected units increased.®

More widespread use of probiotics has the potential to enable units to affect the proportion of
babies affected by NEC. Both randomised trial data, and observational data suggest that this
effect will be observed. Probiotics are comparatively cheap.

The measure seeks to support quality improvement by allowing units and networks to
understand the extent to which eligible babies have received probiotics in the period under
review.

The risk of NEC is higher at lower gestations. NNAP data show that the risk of NEC is
approximately 1in 30 (3.4%) at 29 weeks gestation, but under 1in 50 at 30 weeks (1.9%) and 31
weeks (1.3%) gestation.”

Inclusion criteria

Denominator: Number of episodes for babies whose gestation at birth was less than 30 weeks
who were nursed in a neonatal unit for more than 3 days, prior to 32 weeks gestationally
corrected age. Babies whose admission days in a neonatal unit were at or after 32 weeks
gestationally corrected age, or whose admission numbered 3 days or fewer are excluded from
the denominator.

Numerator; Number of episodes forming part of the denominator where babies received
probiotic products on one or more days.

Cohort: Babies discharged in the calendar year of analysis. This cohort aligns with the cohort
used for the NNAP NEC measure.

Attribution

Babies will be attributed to any unit where they had an admission that is described in the
denominator. Short admissions may be for acute surgical or other specialist review and may not
be representative of routine care where prophylactic therapy such as probiotics should be
considered.

Data will be reported annually, with frequent reporting of provisional data on the NNAP
Restricted Access Dashboard.

Deriving outcomes



The unit of analysis will be the neonatal unit, and also of the network of which a unit forms part.
NNAP recognises that a single baby, who was transferred between two units prior to 32 weeks
gestation, may therefore contribute to reporting on probiotic use for more than one unit, and
count more than once in the network level analysis.

Cases mix adjustment is not anticipated in the initial running of this measure.
Data source

Probiotic use will be described according to whether a product is described as administered
according to the drugs administered fields in the BadgerNet system.

Relevant products are:

e Proprems
e [Infloran
e Labinic

This list will be supplemented according to any products that meet the ESPGHAN definition of a
probiotic.3

Stakeholder consultation

NNAP Methodology and Dataset Group, Neonatal Nutrition Network
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