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Welcome

Welcome to the first edition of ON TRACK news for 2021!

Kia ora, we hope you have all enjoyed the holiday season and are feeling
re-energized for the year ahead. We thought we would launch a new look
newsletter for the start of a new year - we hope you like it! If you have any
feedback, or would like to share any of your maternal and perinatal clinical
trials news, please do get in touch.

LATEST TRIALS NEWS

Hypoglycaemia Prevention in newborns with Oral Dextrose (hPOD)

Congratulations to the research team and
% thank you to those parents and babies who

| took part in the hPOD trial, which has just been
{ ‘ published. Find out more about the implica-
| tions of these research findings on your local
practice in this month’s Update Your Practice.

First PROTECT Me trial participant is recruited in New Zealand

PROTECT Me is the first phase lll randomised, placebo-controlled trial to
assess the neuroprotective effect of melatonin in pregnancies complicated
by early onset fetal growth restriction. Congratulations to the team at
Auckland City Hospital on recruiting the first trial participant in New
Zealand. Other sites soon to start recruitment are Palmerston North,

Christchurch, Wellington & Counties Manukau.
PRETECTmMe

LATTE Dosage has completed recruitment!

Congratulations to the research team and thank you to all those parents

SAVE THE DATE
PSANZ Annual Congress (Virtual) 29-31 Mar 2021 - https://
WWW.psanz.com.au/

and babies involved. The trial recruited 132 babies.

ON TRACK Network Trial Development Workshop (in person)- Auckland -
25 - 26 Feb 2021 - https://ontrack.perinatalsociety.org.nz/

RANZCOG 2021 ASM (Virtual) 15-18 Feb 2021 - https://
ranzcogasm.com.au/

RANZCOG 2021 NZ Annual Scientific Meeting
Wellington - 21 - 22 Jun 2021 - https://www.nzasm.org.nz/

New Zealand College of Midwives 16th Biennial National Conference -
Christchurch - 5-6 Nov 2021 - https://www.midwife.org.nz

PSNZ 72nd Annual Scientific Meeting 2021 - Rotorua - 2-5 Nov 2021 -
https://www.paediatrics.org.nz/
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Update Your Practice

Read about latest
. . research publications
that could have impli-
cations on your local
practice on pages2 &3

It's not too late to reg-
ister for this workshop
taking place in Auck-
land 25/26 February.
Find out what exciting
concepts will be con-
sidered and how to
register on page 2

COVID-19 and Pregnancy

We look at the latest
UK surveillance data
for hospitalised preg-
nant women with
COVID-19 and new
RANZCOG guidance
on vaccination during

pregnancy on page &

Please remember the New Zealand COVID-
19 in Pregnancy Registry for cases of COVID-
19 that have occurred in pregnant women
and up to six weeks postpartum:
www.auckland.ac.nz/en/liggins/our-
research/new-zealand-registry-of-covid-19-
in-pregnancy.html
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ON TRACK Network Trial Development Workshop 2021

Come and join us! Are you interested in learning about the
development of clinical trials for improving health of mothers
and babies in New Zealand? This workshop is educational, fun
and is open to everyone!

We are hosting our fifth Trial Development Workshop at
Auckland City Hospital on 25" and 26™ February. Registrations
are filling up, so if you don’t want to miss this great opportunity
register for FREE now!

During the workshop, facilitated group work sessions will help
develop the following exciting concepts:

e Maori models of pregnancy care

e Caesarean section wound dressing

e Fetal Pillow use at caesarean section

e Monitoring and treatment of prediabetes in pregnancy

The workshop will include faculty experts in Maori health, health
economics, biostatistics, consumer opinion, clinical trial design
and funding, providing lots of opportunity for great
discussions and fantastic networking!

To learn more about the workshop & programme visit our web-
site: ontrack.perinatalsociety.org.nz/clinical-trial-development/

FREE online registration:
https://uoaevents.eventsair.com/ontrack2021/on-track

Update Your Practice PreViDe
«

Neonatal refeeding syndrome and clinical
outcome in extremely low-birth-weight babies:

secondary cohort analysis from the ProVIDe Trial WHAT DO THESE RESULTS MEAN FOR NEW

DOI: 10.1002/jpen.1934 ZEALAND PRACTICE?
Researchers have conducted a This analysis has shown the current parenteral
secondary analysis of extremely nutrition provided to ELBW babies is suboptimal,
low birth weight infants (ELBW putting babies at risk of electrolyte disturbance
<1000g) recruited into the that could be detrimental for their health. The
ProVIDe Trial. implications for New Zealand practice are that we

need to understand what components of the par-
enteral nutrition solutions need to be modified to
decrease this risk and to find a better balance of
the different nutritional components of these solu-
tions. We need to be aware of the risk of refeed-
ing syndrome in these tiny babies and monitor
babies’ biochemistry to be alert for the develop-
ment of electrolyte and mineral disturbances.

The ProVIDE Trial randomised 434
ELBW babies in 6 New Zealand
‘ 4 and 2 Australian NICUs between
R 2014 and 2018 to receive either 1
g.d-1 of IV amino acids or placebo (saline) in the first 5 days
after birth, in addition to standard nutrition support.

The current analysis explored relationships between refeed-

ing syndrome (RS), a potentially fatal condition, and other Finally, the data show that nutritional manage-
factors. The investigators reported neonatal RS is common in ment is quite varied around the country and we
this cohort of ELBW babies and is associated with increased need to consider whether it is possible to reach
morbidity and mortality. You can read the full publication consensus on a more unified approach to the
here: https://www.onlinelibrary.wiley.com/doi/10.1002/ parenteral nutrition support for ELBW babies.
jpen.1934
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Update Your Practice

Evaluation of oral dextrose gel for prevention of neonatal hypoglycemia
randomised controlled trial

(hPOD): A multicenter, double-blind
https://doi.org/10.1371/journal.pmed.1003411

Background:
Neonatal hypogly-
caemia is a com-
mon condition
that can cause
brain injury. Even
transient and
treated hypogly-
cemia has been
associated  with
developmental
delay suggesting prevention would be desirable. A previous
study has shown dextrose gel rubbed inside the baby’s cheek
can be used to prevent hypoglycaemia, but it is unknown
whether its preventative use reduces NICU admission, an im-
portant clinical outcome since it separates mother and baby,
and disrupts the establishment of breastfeeding. The authors
have previously shown in a dose-finding study that 40% dex-
trose gel given prophylactically to babies at risk reduces the
incidence of neonatal hypoglycaemia (the Pre-hPOD Study).
They undertook this current trial to assess whether prophylac-
tic dextrose gel given to babies at risk of neonatal hypoglyce-
mia reduces admission to NICU.

Methods: This multicentre, double-blind, randomised, con-
trolled trial took place in 18 Australian and New Zealand cen-
tres between 2015 and 2019. Babies were eligible if they were
born at risk of neonatal hypoglycaemia (maternal diabetes,
late preterm, or high or low birthweight) but were not likely to
need intensive care for other reasons. Babies were allocated
at random to receive a single dose of dextrose gel or placebo
gel at 1 hour after birth, and had blood glucose levels meas-
ured at 2 hours, followed by routine care. The primary out-
come was admission to NICU for >4 hours. Secondary out-
comes included hypoglycemia, NICU admission for hypogly-
cemia, hyperglycemia, breastfeeding at discharge, formula
feeding at 6 weeks, and maternal satisfaction.

hPOD

hypoglycaemia Prevention
with Oral Dextrose

Results: Of 2,149 babies recruited into the trial, 16 were
randomised in error and excluded from the analysis. 1,070
were randomised to dextrose gel and 1,063 to placebo. NICU
admission occurred for 111/1,070 (20.4%) randomised to dex-
trose gel and 100/1,063 (9.4%) randomised to placebo
(adjusted relative risk [aRR] 1.10; 95% Cl 0.86, 1.42; p = 0.44,).
Babies randomised to dextrose gel were less likely to become
hypoglycemic (blood glucose < 2.6 mmol/l) (399/1,070, 37%,
versus 448/1,063, 42%; aRR 0.88; 95% Cl 0.80, 0.98; p = 0.02)
although NICU admission for hypoglycemia was similar be-
tween groups (65/1,070, 6.1%, versus 48/1,063, 4.5%; aRR
1.35; 95% Cl 0.94, 1.94; p = 0.10). There were no differences
between groups in breastfeeding at discharge from hospital
(aRR 1.00; 95% Cl 0.99, 1.02; p = 0.67), receipt of formula be-
fore discharge (aRR 0.99; 95% Cl 0.92, 1.08; p = 0.90), and
formula feeding at 6 weeks (aRR 1.01; 95% Cl 0.93, 1.10; p =
0.81), and there was no hyperglycemia. 95% of mothers re-
ported they would recommend the study to friends.

Interpretation: The authors concluded prophylactic dex-
trose gel 200 mg/kg did not reduce NICU admission in babies
at risk of hypoglycemia but did reduce hypoglycemia.

WHAT DO THESE RESULTS MEAN FOR NEW ZEALAND

PRACTICE?

In this large multi-centre randomised controlled trial,
prophylactic buccal dextrose gel (200 mg/kg) in at-risk
babies did not reduce the incidence of babies
admitted to NICU, but did reduce the incidence of neo-
natal hypoglycaemia. Follow-up of these children at 2
years of age is currently underway to determine if the
reduction in neonatal hypoglycaemia improves long-
term neurodevelopmental outcomes. Implementation
of routine prophylactic buccal dextrose gel in at-risk ba-
bies in New Zealand should await the results of the
follow-up study.

Outcome Placebo Dextrose aRR or aMD 95% CI p-Value
N =1,063 N =1,070

Admission to NICU 100/1,063 (9.4%) 111/1,070 (10.4%) 1.10 0.86, 1.42 0.44
Hypoglycemia 448/1,063 (42.1%) 399/1,070 (37.3%) 0.88 0.80, 0.98 0.02
NICU admission for hypoglycemia 48/1,063 (4.5%) 65/1,070 (6.1%) 1.35 0.94,1.94 0.10
Treated for hypoglycemia 337/1,063 (31.7%) 307/1,070 (28.7%) 0.90 0.79, 1.02 0.09
Treated with open label dextrose gel 325/1,063 (30.6%) 299/1,070 (27.9%) 0.90 0.80, 1.03 0.12
Recurrent hypoglycemia 142/1,063 (13.4%) 131/1,070 (12.2%) 091 0.73,1.14 0.43
Severe hypoglycemia 105/1,063 (9.9%) 99/1,070 (9.3%) 0.93 0.72,1.20 0.58
Late hypoglycemia* 109/606 (18.0%) 104/601 (17.3%) 0.97 0.76, 1.24 0.83
First blood glucose concentration (mmol/l)* 2.97 (0.69) (n = 1,049) 3.16 (0.77) (n = 1,059) 0.19 0.13,0.25 <0.001
Breastfeeding at hospital discharge 1,010/1,053 (95.9%) 1,027/1,063 (96.6%) 1.00 0.99, 1.02 0.67
Received formula prior to discharge 512/1,053 (48.6%) 509/1,065 (47.8%) 0.99 0.92,1.08 0.90
Delayed breastfeeding 388/1,027 (37.8%) 393/1,041 (37.8%) 1.01 091, 1.12 0.86
Formula feeding at 6 weeks 473/957 (49.4%) 481/981 (49.0%) 1.01 0.93,1.10 0.81
Would take part again 882/951 (92.7%) 926/973 (95.2%) 1.03 1.00, 1.05 0.03
Would recommend study to friends 901/951 (94.7%) 929/974 (95.4%) 1.01 0.99, 1.03 0.54
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COVID-19 and Pregnancy

Surveillance from the UK concerning COVID-19 and pregnan-  1.52-2.70 and aOR 1.84, 95% 1.12-3.03 respectively). latro-
cy are largely reassuring in terms of women not experiencing  genic preterm births were more common in women with
severe complications of SARS-CoV-2, but a recent cohort symptomatic SARS-CoV-2 (aOR 11.43, 95% CI 5.07-25.75).
study has reported increased risk of caesarean section (CS)  The risks of stillbirth or neonatal death were not significantly
and iatrogenic preterm birth (https://www.medrxiv.org/ increased, regardless of symptom status but numbers were
content/10.1101/2021.01.04.21249195v1). The study high- noted to be small.

lights the indirect impact of COVID-19 on mothers and ma-
ternity care in high income settings. Here in New Zealand RANZCOG have published new guid-
ance on COVID-19 vaccination in pregnant and breastfeed-
ing women. RANZCOG advise “although the available data
do not indicate any safety concern or harm to pregnancy,
there is insufficient evidence to recommend routine use of
COVID-19 vaccines during pregnancy”. Rather if a pregnant
woman meets the definition of being particularly vulnera-
Analysis showed CS and neonatal unit admission were in- | ble, the option of vaccination should be discussed with her
creased for women with SARS-CoV-2 compared to pregnant | obstetrician, GP and/or midwife. To read the full guidance:
women without SARS-CoV-2 regardless of symptom status | https://ranzcog.edu.au/statements-guidelines/covid-19-
(symptomatic aOR 2.60, 95% Cl 1.97-3.42 and aOR 3.08, 95% | statement/covid-19-vaccination-information

Cl 1.99-4.77 respectively; asymptomatic aOR 2.02, 95% ClI

This was a cohort analysis of data for all hospitalised preg-
nant women with confirmed SARS-CoV2 from March to Sep-
tember 2020 (1148 cases; 63% of which were symptomatic).
Data came from the UK Obstetric Surveillance System
(UKOSS).

New Zealand

New Zealand Trials recruits
Protect Me | Antenatal melatonin supplementation in fetal growth restriction for fetal neuroprotection 2
C*STEROID | Corticosteroids before planned caesarean section from 35 to 39" weeks of pregnancy 129
DIAMOND | Dlfferent Approaches to MOderate & late preterm Nutrition 391
FIIX Trial The Fertility, IVF and Intrauterine Insemination trial in couples with uneXplained infertility 211
Little Eye Phenylephrine and Cyclopentolate Eye Drops in Neonates 85
NeoGluco Neonatal Glucose Care Optimisation Study (1) 28

e Comparing two methods of starting an induction of labour in pregnant women (balloon at 964
home versus hormone gel in hospital) to assess chance of vaginal birth

S Preventing Adverse Outcomes of Neonatal Hypoxic Ischaemic Encephalopathy with 68
Erythropoietin

PIPPA Paracetamol and Ibuprofen in Primary Prevention of Asthma 1992
PLUSS Preventing Chronic Lung Disease in Extremely Preterm Infants Using Surfactant + Steroid 96
PROTECT IV pentoxifylline as adjunct therapy to improve long-term disability in preterm infants 40
Recruitment completed - follow up to primary outcome ongoing

C*STEROID

e C*STEROID Feasibility: Corticosteroids before planned CS form 35 to 39*° weeks
Feasibility

ECOBABe The ECOBABe study (Early Colonisation with Bacteria After Birth)

GEMS Gestational Diabetes Mellitus Trial of Diagnostic Detection Threshold

MAGENTA | Magnesium Sulphate at 30 to 34 weeks' gestational age: Neuroprotection Trial

SR Higher IV protein intake for extremely low birthweight babies in the first week after birth on survival free from

neurodevelopmental disability at 2 years' corrected age

Childhood outcome studies

hPOD@2YR Follow-up Study Hypoglycaemia Prevention in newborns with Oral Dextrose

TARGET Follow up Study Optimal glycaemic targets for women with gestational diabetes: the randomised trial
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