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Welcome 
Welcome to the November edition of ON TRACK News for 2022  

 Together we can achieve better health for mothers and babies  

LATEST NEWS 

ON TRACK Network members attended the recent Perinatal Society New 
Zealand Annual meeting. The topics were incredibly interesting with a 
strong focus on equity. Prof Katie Groom presented ON TRACK Network 
to the audience and discussed the Research Priorities Project (as fea-
tured in our July issue, or you can read the full article here in the New 
Zealand Medical Journal 
 

This was my first 
opportunity to at-
tend a perinatal 
focused confer-
ence. It was won-
derful to be able to 
put a face to the 
many names I have 
gotten to know 
over the past 5 
months and to get 
to know some of 

you better☺ 

SAVE THE DATE  
The Carosika Project, Taonga Tuku Iho. Project Event & Hui  Auckland, 8-9 December,  AUT South Campus (see Pg 2 details) 
Perinatal Society of Australia & New Zealand Annual Congress Melbourne 5-8th March, www.psanz.co.au 
NZAPEC Pre-eclampsia & Fetal Growth Study Day  Auckland, 24th March 2023,  www.nzapec.co.nz 
International Federation of Placenta Associations meeting 2023 Rotorua, 5-8th September 2023,  www.ifpa2023.org 
 

IN THIS EDITION 
Update your practice:   

Neonatal outcomes for 
women at risk of pre-
term delivery given 

half dose versus full dose of antenatal beta-
methasone—BETADOSE Trial.  

Read more on page 2 

Corticosteroids to safely 
reduce neonatal respiratory 
morbidity after late preterm 
and term planned caesarean 
section birth?  C*STEROID 
Feasibility Study.  

Read more on page 3 

Feature Trial — Protect 
Study 

 

Read more on page 4 
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Well, it has definitely warmed up and despite the rain, I can say hand on 

heart, I am ready for summer!  

It is the crux time of the year, when we try to cram in and finish our pro-
jects as best we can before Christmas. I encourage you all to get your feet 
out on to the sand for a walk, paddle in the water soak up those minerals 
and let the sun embrace your skin in a warm hug.  

chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/ontrack.perinatalsociety.org.nz/wp-content/uploads/2022/07/OTN-Newsletter-Edition-65-July-2022-Final-.pdf
https://journal.nzma.org.nz/journal-articles/the-priorities-for-future-clinical-trials-and-large-cohort-studies-addressing-health-and-healthcare-for-mothers-and-babies-in-aotearoa-new-zealand
https://journal.nzma.org.nz/journal-articles/the-priorities-for-future-clinical-trials-and-large-cohort-studies-addressing-health-and-healthcare-for-mothers-and-babies-in-aotearoa-new-zealand
https://nzasm.org.nz/
https://web.cvent.com/event/281ccc02-327e-4533-9de4-0958c6f7213a/summary
https://nzapec.co.nz/shop
https://www.ifpa2023.org/
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UPDATE YOUR PRACTICE: BETADOSE Trial 

Neonatal outcomes for women at risk of preterm delivery given half dose versus full dose of ante-

natal betamethasone: a randomised, multicentre, double-blind, placebo-controlled, non-inferiority 

trial.    Schmitz et al.  Lancet,  August, 2022 -   

DOI: https://doi.org/10.1016/S0140-6736(22)01535-5 

2022 marks the 50th anniversary of the publication of the landmark trial by 
Liggins and Howie evaluating the effect of antenatal corticosteroids prior to 
preterm birth on respiratory morbidity. Antenatal corticosteroids are now 
considered a standard of care for all preterm births <35 weeks worldwide. 
However, concerns remain about potential effects on growth and neurodevel-
opment, leading investigators to consider alternative (lower) dosing regimes. 

Design 

This was a multicentre randomised double-blind placebo-controlled non-inferiority trial including women at risk of preterm 
birth <32 weeks who had already received a first dose of betamethasone. Consenting women were 
then randomised a second dose of betamethasone or placebo. The primary outcome was the need 
for exogenous intratracheal surfactant within the first 48 hours of life. 

Results 

3244 women were recruited to the trial; after exclusions, 3141 neonates were included in analysis. 
The primary outcome occurred in 313/1567 (20·0%) neonates in the half-dose group and 276/1574 
(17·5%) neonates in the full-dose group (risk difference 2·4%, 95% CI –0·3 to 5·2); thus non-inferiority 
was not shown.  
There were no between-group differences in the rates of neonatal death, intraventricular haemor-
rhage, necrotising enterocolitis, severe retinopathy of prematurity or bronchopulmonary dysplasia. 
In subgroup analysis the half-dose regime was associated with an increased need for exogenous in-
tratracheal surfactant within 48 hours of birth when birth occurred within 7 days after the first injec-

What does this mean for New Zealand practice?  Any practice change in dosing of antenatal corticosteroids is not 

supported by the BETADOSE results. We should continue to follow our binational CPG which recommends either betame-
thasone 24 mg in divided doses, completed between 12 and 36 hours, or dexamethasone 24 mg in divided doses completed 
between 24 and 40 hours 

https://www.ligginstrials.org/ANC_CPG/downloads/Antenatal_Corticosteroid_Clinical_Practice_Guidelines.pdf 

The Carosika Project, Taonga Tuku Iho The Carosika Project 
was established in 2020 following a national stakeholder hui 
and agreement to work together as a community with a shared 
purpose to co‐ordinate and champion for change that leads to a 
reduction in preterm birth, improved preparation and equita-
ble outcomes for all pēpē that are born preterm in Aotearoa. 
Register to hear from preterm birth experts and advocacy or-
ganisations, to learn through interactive workshops, on the 
latest evidence-based guidance on care, approaches to opti-
mising preterm birth outcomes, counselling, prevention and 
models of maternity care including considering the needs of 
Māori, Pacific and Indian whānau. “This is our first event, we 
hope you will come along and join us!” 

Register:  Preterm Birth 

 
Perinatal Society of Australia and New Zealand An-
nual Congress 2023.      5-8th March, Melbourne.  
 

Inspired by the vibrancy and architecture of Melbourne, 
and the diversity and breadth of the pathways we all walk 
as we strive to improve care and outcomes for women and 
their babies, the theme is , “Laneways to Better Perinatal 
Outcomes” aims to take you on a journey of innovative 
perinatal research and care.  
 
To Register visit:  PSANZ 2023 

https://doi.org/10.1016/S0140-6736(22)01535-5
https://www.ligginstrials.org/ANC_CPG/downloads/Antenatal_Corticosteroid_Clinical_Practice_Guidelines.pdf
https://drive.google.com/file/d/1ByKxHXVBmo4kM0SPsnMGaidPL2HNqY5o/view
https://web.cvent.com/event/281ccc02-327e-4533-9de4-0958c6f7213a/summary
https://web.cvent.com/event/281ccc02-327e-4533-9de4-0958c6f7213a/regProcessStep1
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Corticosteroids to safely reduce neonatal respiratory morbidity after late preterm 

and term planned caesarean section birth? A randomised placebo-controlled feasi-

bility study.  Chan et al. British Medical Journal, September, 2022.         

Doi:10.1136/bmjopen-2022-062309 

As rates of birth by caesarean section (CS) continue to rise globally interventions have been introduced 

to reduce risks for mothers, for example, antibiotics and thromboprophylaxis. For babies, we recom-

mend that, wherever possible, CS is delayed until 39 weeks to limit the risk of respiratory morbidity, but even at 39+0 to 39+6 

weeks there is a two-fold increased risk of respiratory morbidity and many CS are planned before 39 weeks to support mother 

and/or baby health and wellbeing. Could there be a treatment that safely reduces this risk? We know that corticosteroids giv-

en to mothers prior to early preterm birth reduces respiratory morbidity without short or long-term harm but is the same true 

when given prior to a planned CS and after 35 weeks? A large group of New Zealand and Australian investigators plan to an-

swer this question. To undertake a high-quality trial able to assess benefits and harms a large trial is required. In preparation 

for this they have undertaken the C*STEROID Feasibility Study to assess recruitment rate, understand the challenges of trial 

conduct and develop effective trial processes.  

Design 

A triple-blind, placebo-controlled trial of betamethasone prior to planned CS at 35+0 to 39+6 weeks, with feasibility data ob-

tained by questionnaires to trial participants and women who declined trial participation, as well as focus groups with site re-

searchers and clinicians. The study took place at Auckland City, Tauranga and Waikato hospitals.  

Results 

A total of 88 (11.2%) women and 92 babies participated in the randomised trial and 127 (17.8%) women completed a declined 

trial questionnaire. Neonatal blood glucose measures were achieved as per protocol in 95% of babies. The leading enablers to 

participation included a desire to contribute to research, a feeling of relevance, and a good understanding of the condition and 

the research. The leading barriers included a lack of understanding and concerns over safety. Thematic analysis of focus group 

responses identified many ways to enhance trial activity. 

Conclusion     

Women are willing to participate in a randomised placebo-controlled trial of corticosteroids prior to a planned CS birth after 

35 weeks. The C*STEROID Feasibility Study has identified lots of ways the investigators can work with women, their whānau 

and healthcare providers to enhance recruitment and trial processes.  

 

The C*STEROID Trial has recruited over 400 

babies and we continue to roll out participa-

tion throughout New Zealand, funded by 

the Health Research Council, and Australia, 

funded by the Medical Research Future 

Fund.  We are planning to have 30 active 

sites between our two countries in 2023. 

 

The Aim: Can we safely reduce the risk of breathing problems for newborn ba-

bies by giving corticosteroids to their mothers before a planned caesarean sec-

tion? 

C*STEROID is a randomised controlled trial of corticosteroids prior to planned caesar-

ean section at 35+0 to 39+6 weeks. The trial is designed with sufficient power to assess 

neonatal respiratory morbidity (benefit) and potential harm (hypoglycaemia) to be 

able to reliably inform future clinical practice. 

More information can be found here including an introduction video for interested 

potential participants. 

NZ Sites include: Northland, Auckland, Waikato, Tauranga, Wellington and Christ-

church. 

For queries contact our Research Team at  csteroid@auckland.ac.nz   

https://bmjopen.bmj.com/content/12/9/e062309
https://www.auckland.ac.nz/en/liggins/in-the-community/clinical-studies/clinical-studies-pregnancy/c-steroid-trial.html
mailto:csteroid@auckland.ac.nz
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Feature Trial—  Protect Study 

Can Pentoxifylline improve long-term outcomes in preterm infants with late-onset 

sepsis or necrotising enterocolitis? A pragmatic, randomised, placebo-controlled trial 

The PROTECT study is a multi-centre, two arm parallel, double blind randomised con-

trolled clinical trial.  

Approximately 4,560 New Zealand babies are born preterm each year. While survival 

has improved, survival without disability has not. Late-onset sepsis (LOS) and necrotiz-

ing enterocolitis (NEC) are the principal causes of systemic inflammation in preterm infants and contribute significantly to 

brain injury and long-term disability. While antimicrobial therapy effectively reduces bacterial load, it does not neutralise 

highly potent bacterial ligands and induced inflammatory mediators.  

Primary outcomes: This study will evaluate the effect of treatment with intravenous pentoxifylline versus placebo, in infants 

born at less than 29 weeks gestation who have LOS or NEC to see if survival and/or disability is improved.  

Eligibility Criteria: preterm infants born less than <29 weeks gestation at birth, blood culture taken for suspected late-onset 

sepsis or NEC. Treatment within < 6 hours (no later than 12 hours) of culture taken. Infants are treated for 2 days and con-

tinued a further 4 days if LOS or NEC is confirmed or treatment is discontinued after 2 days if not present. 

Sites: Australia, NZ, Taiwan, Singapore, Canada with Ireland activating soon. Total recruitment required 1,800 participants, 

currently recruited 883 participants, with 53% in our primary analysis group (i.e. baby with confirmed LOS or NEC). 

 

 

New Zealand Trials 
New Zealand 

recruits 

PROTECT Me Antenatal melatonin supplementation in fetal growth restriction for fetal  
neuroprotection 

20 

C*STEROID Corticosteroids before planned caesarean section from 35+0 to 39+6 weeks of pregnancy 398 

FIIX Trial The Fertility, IVF and Intrauterine Insemination trial in couples with unexplained  
infertility 511 

NeoGluco Neonatal Glucose Care Optimisation Study (I)  71 

PIPPA TAMARIKI Paracetamol and Ibuprofen in Primary Prevention of Asthma  3405 

PLUSS Preventing Chronic Lung Disease in Extremely Preterm Infants Using Surfactant + 
Steroid 202 

PROTECT IV pentoxifylline as adjunct therapy to improve long-term disability in preterm infants 95 

Recruitment Completed -  follow up to primary outcome and/or data analysis ongoing 

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

DIAMOND Different Approaches to Moderate & later preterm Nutrition  

Childhood Outcome Studies 

GEMS Follow up study Gestational Diabetes Mellitus Trial of Diagnostic Detection Threshold 

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

ProViDE 6-8YR Follow up study 
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 

hPOD@6-8YR Follow up study Hypoglycaemia Prevention in newborns with Oral Dextrose 

WEBSITE:   https://ctc.usyd.edu.au/our-

research/research-areas/neonatal-and-

perinatal/active-trials/protect-study/   

 

NZ sites:  Middlemore, Waikato,  

Wellington and Christchurch   

 

Trial Operations Coordinator:   
Carbo Yeung  
protect.study@sydney.edu.au  

https://ctc.usyd.edu.au/our-research/research-areas/neonatal-and-perinatal/active-trials/protect-study/
https://ctc.usyd.edu.au/our-research/research-areas/neonatal-and-perinatal/active-trials/protect-study/
https://ctc.usyd.edu.au/our-research/research-areas/neonatal-and-perinatal/active-trials/protect-study/
mailto:protect.study@sydney.edu.au

