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SAVE THE DATE 
Pediatric Academic Society PAS 2022 Denver 21-25 April 2022 www.
pas-meeting.org/pas-2022/
 
The PSANZ 2022 Congress Adelaide  15-18 May 2022 www.psanz.com.
au/

RANZCOG Aotearoa New Zealand 2022 ASM 22-23 Aug 2022 
Christchurch nzasm.org.nz
 
Paediatric Society NZ 73rd Annual Scientific Meeting 2022  New 
Plymouth 1-3 Nov 2022 www.psnzconference.org.nz 

10th Biennial Joan Donley Midwifery Research Forum Tauranga 18 
Nov 2022 www.midwife.org.nz

LATEST NEWS 
Are you interested in joining our National Executive  
Committee? It is not too late

We are delighted with interest we have received in response to our call for 
expressions of interest to join the ON TRACK Network National Executive 
Committee. We look forward to introducing new members soon. Still, we 
do have additional space for anyone wanting to play a part in guiding 
the activities of the Network. If you would like to learn more about this  
opportunity, email us: ontracknetwork@auckland.ac.nz

COVID-19 in Pregnancy in New Zealand Registry  
Notifications are now closed for cases before 1st February 2022

A decision was made to conclude individ-
ual notifications from 1st February 2022 
reflecting the start of increased Omicron 
cases in the community. The information 
collected through the generosity and sup-
port of women, whanāu and health profes-
sionals will be used to answer questions 
about COVID-19 in pregnancy in Aotearoa 

New Zealand. Thank you to everyone who has contributed to this  
important project.

Welcome to the March edition of ON TRACK News
Kia ora. This month, we look at implementing an educational team  
approach for improving care on the NICU in Update Your Practice with 
the SEPREVEN Trial. We feature the PROTECT Me Trial investigating 
melatonin in fetal growth restriction, and we provide the latest recruitment 
accruals for clinical trials recruiting across New Zealand.



UPDATE YOUR TEAM’S PRACTICE: An educational programme in neonatal intensive 
care units (SEPREVEN): a stepped-wedge, cluster-randomised controlled trial
https://doi.org/10.1016/S0140-6736(21)01899-7

BACKGROUND Infants being cared for in neonatal intensive care units (NICUs) are at high risk of adverse events (AEs) 
leading to death and morbidity. Hospital-acquired infections and catheter-related complications are the main culprits 
for driving up the rate of AEs in neonates to ten times that in adults. Leading preventable postnatal causes of morbidity 
and mortality in neonates are late-onset sepsis and intracranial haemorrhage. Wide variation in risk-adjusted mortality 
and morbidity amongst countries and NICUs indicates variation in practice may be contributing to these high rates. The 
impact of education to promote safer practices in NICUs on the risk of neonatal AEs has not been explored in a clinical 
trial setting.

DESIGN Investigators conducted a multi-centre, stepped-wedge, cluster-randomised controlled trial in 12 French NICUs 
to evaluate an education intervention. The intervention evaluated was a multi-professional training programme for doc-
tors and nurses on root-cause analysis combined with care bundles to prevent central-line associated bloodstream infec-
tions. The control was usual care. The primary outcome was the rate of adverse events per 1000 patient-days, compared 
between the control and intervention groups. The study design is summarised as below:

Eligible infants were in-
patients during the study 
period in a participating 
NICU for more than two 
days, with a postmenstru-
al age of 42 weeks or less 
on admission, whose par-
ents/guardians, after in-
formation, did not opt-out 
of the use of their data.

The study began in each unit with the collection of AE data and outcomes. The intervention comprised three compo-
nents: local training in a specific root-cause analysis method, creation of care bundles to reduce central-line associated 
bloodstream infections, and a poster on reducing severe extravasation injuries. The intervention was delivered over a 
4-month transition period. 

FINDINGS AE rates were analysed for 3,454 
infants for 65,830 patient days between No-
vember 2015 and November 2017. The rate 
of AEs per 1000 patient-days reduced signifi-
cantly from the control to the intervention peri-
od (33·9 versus 22·6; incidence rate ratio 0·67; 
95% CI 0·50–0·88; p=0·0048).

INTERPRETATION The investigators found 
that a training intervention delivered to a  
multi-professional NICU team significantly re-
duced the rates of all AEs, including those that 
were severe and those that were preventable.

WHAT DO THESE RESULTS MEAN FOR 
NEW ZEALAND PRACTICE? SEPREVEN is 
the first published randomised trial assessing 
the effect of an intervention intended to reduce 

the rate of AEs on NICUs. In this trial, the intervention was implemented in small NICUs. Further research implementing 
similar education programmes is needed to generalise the findings to larger units. Future New Zealand research could 
focus on the impact of such interventions in promoting teamwork, implementing evidence-based practice and promoting 
a culture of safety to reduce the rates of AEs in our healthcare settings.



A snapshot of consumer engagement in clinical trials in Australia: results of a national 
survey of clinical trial networks and research organisations 
A study has been conducted in Australia to understand better the activities and perceptions of clinical trial networks 
(CTNs), research coordinating centres and consumers surrounding consumer engagement in clinical trials. Although it 
is acknowledged that consumer engagement in the design and conduct of all aspects of clinical trials is best practice, it 
is not standard practice in either Australia or New Zealand. It would be helpful to know the barriers and enablers to help 
rectify this. Australian Clinical Trials Alliance (ACTA) member CTNs and research coordinating centres were invited to 
complete an online survey. Consumers involved in the activities of these organisations were also invited to participate in 
completing their own bespoke surveys. All surveys were open for completion between April and October 2018.

Eighty respondents completed the surveys fully: 25/34 CTNs (response rate 74%), 5/15 research coordinating centres 
(response rate 33%). These respondents represented 13 active and ten completed trials. Twenty-seven consumers  
involved in clinical trial activities responded.

At the organisation level, barriers to consumer involvement in clinical trials included:

• Being unsure how to involve consumers effectively and systematically
• Difficulty in accessing consumers 
• Lack of infrastructure and resources

At the consumer level, barriers included:

• Limited understanding of their roles
• Lack of resources and training

Enablers included education, training, and funding for the research sector and consumers. 

Almost all consumer respondents (25/27; 92%) would recommend the consumer role to other potential consumers. The 
researchers concluded that consumer involvement in clinical trials is valued by most; however, there are opportunities to 
further foster and strengthen ongoing partnerships.

You can access the complete research publication online: https://doi.org/10.1186/s40900-022-00338-w 

FEATURED TRIAL: PROTECT Me - Assessing Antenatal Maternal 
Melatonin Supplementation in Fetal Growth Restriction to Improve  
Neurodevelopmental Outcomes

Fetal growth restriction (FGR) complicates over 30 million pregnancies globally. The condition significantly increases the 
risk of stillbirth, preterm birth, and is a recognised causal pathway to the neurodevelopmental injury underlying subse-
quent cognitive and behavioural impairment and cerebral palsy.

PROTECT Me is the first phase III randomised, placebo-controlled trial assessing the use of melatonin in pregnancies 
complicated by early-onset FGR to protect the unborn fetal brain and improve subsequent neurodevelopmental out-
comes. Melatonin is a naturally occurring hormone in the human body, and as a supplement it is a powerful anti-oxidant 
that may be able to protect the FGR baby’s developing brain from low oxygen levels (‘oxidative stress’). While this is the 
first large trial of melatonin for fetal neuroprotection in FGR, melatonin has been used safely in previous trials in preg-
nancy. The trial is recruiting across sites in Australia, and here in New Zealand, recruitment is taking place at Auckland 
City, Middlemore and Wellington hospitals. So far, 95 babies have been recruited into the trial out of the target needed 
of 332 babies. 

Inclusion criteria: 23+0 - 31+6 weeks gestation with a single baby, and Severe fetal growth restriction with an abdominal 
circumference ≤3rd centile OR ≤10th centile with one or more abnormal Doppler.
 
A great video is available to inform women and whanāu about the trial and can be  
accessed here: youtube.com/watch?v=Dsp9F94w0Dg 

You can request further information by email:

Auckland research coordinator, Laura Mackay: laura.mackay@auckland.ac.nz



New Zealand Trials
New Zealand recruits

PROTECT Me Antenatal melatonin supplementation in fetal growth restriction for fetal  
neuroprotection 12

C*STEROID Corticosteroids before planned caesarean section from 35+0 to 39+6 weeks of  
pregnancy 286

DIAMOND DIfferent Approaches to MOderate & later preterm Nutrition 531

FIIX Trial The Fertility, IVF and Intrauterine Insemination trial in couples with uneXplained 
infertility 393

NeoGluco Neonatal Glucose Care Optimisation Study (I) 58

PIPPA TAMARIKI Paracetamol and Ibuprofen in Primary Prevention of Asthma 2833

PLUSS Preventing Chronic Lund Disease in Extremely Preterm Infants Using  
Surfactant + Steroid 156

PROTECT IV pentoxifylline as adjunct therapy to improve long-term disability in preterm infants 66

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

LATTE Dosage The most effective and best tolerated dose of caffeine to reduce intermittent  
hypoxaemia

GEMS Gestational Diabetes Mellitus of Diagnostic Detection Threshold

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

PROVIDE 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 target for women with gestational diabetes: the randomised trial

Do you have an idea for a new perinatal clinical trial? The ON TRACK Network can help turn 
your idea into reality

ON TRACK Network Trial Development Workshops usually take place in February each year. The 2-day event focuses 
on several clinical trial concepts received in response to the nation-wide submission call. The workshop planned for 2022 
was postponed because the COVID pandemic has impacted the planning of future trials. The Network will be hosting a 
one-day trial development meeting for new trial concepts, one of which is the LATTE Trial (Caffeine to im- prove neurode-
velopmental outcomes in infants born late preterm – Principal Investigator A/Professor Jane Alsweiler). The LATTE Trial 
development meeting will take place on 6th May 2022 in Auckland and via zoom. If you would like to find out more about 
participating in this meeting, email: ontracknetwork@auckland.ac.nz 

If you have an idea for a new clinical trial, we encourage you to continue collating your thoughts as the Network 
intends to put out a call for a further trial development meeting later in the year. 


