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sz ON TRACK

BETTER HEALTH FOR MOTHERS AND BABIES
Te Awhi Rito

Welcome to our June ON TRACK Network newsletter

Kia ora. Welcome to the June edition of ON TRACK news. This month we feature: our Research Prioritisation
Project, which offers a fantastic opportunity for everyone to help identify the most needed research for New
Zealand mothers and babies; the Neo Gluco clinical trial that has recently opened to recruitment; the LIFT trial in
update your practice; a reminder to book educational site visits; plus trials updates and latest clinical trials news.

carL 1o acrion The ON TRACK Network Research Prioritisation Project
A_}" Responses are coming in and there is still plenty of time for you to have your say!

The ON TRACK Network Research Prioritisation Project is live and looking for contributions from everyone across
the country with an interest in maternal and perinatal health.

“If you have a question that you think could benefit from more research, or if there are situations that
challenge you because there is limited or conflicting evidence to guide you on what to do, this is the
perfect opportunity to highlight those issues.” - The Health Research Council New Zealand

This important project will identify not what researchers want to investigate, or what funders want to fund, but
genuinely what is important to all New Zealanders in improving the health and healthcare of mothers and babies.
That is why we are encouraging you to take part —it is a great opportunity for all of us!

Research prioritisation allows the most efficient use of research resources to target the health and healthcare
needs of a specific population. Using established research priority-setting methods the Network has developed a
framework for this current project that reflects the unique social, geographic, and healthcare context of New
Zealand and aims to be robust, transparent, systematic, and equitable.

One of the first steps of the project is to identify knowledge gaps (gaps in our understanding that need to be filled
by new research) from as large and as wide a group of people with an interest in mothers and babies health. We
are now seeking contributions from all healthcare professionals, women, partners, caregivers, whanau and
other stakeholders keen to help improve maternal and perinatal health.

Invitations to participate in the project have been circulated widely. If
you have not already, we strongly recommend you take just 20
minutes to have your say and push your own research agenda.

Achieving better health for
Mothers and Babies
in New Zealand

Please help us

The questionnaire is open for 3 months from 1% May 2020.
Participants also could win a $25 prezzy card.

chat or phone call?

Follow this link to our participant information and to complete the
: SEESUSSEEEREEE .\ estionnaire:

http://bit.ly/ontrack2020

If you would prefer a video chat or phone call, contact Clara Mossinger, midwife and PhD student at the Liggins
Institute, University of Auckland, and she will arrange a time convenient for you:

c.mossinger@auckland.ac.nz or 022 4311 988
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Featured trial: The Neonatal Glucose Care NEO GLU C O
Opﬁmisaﬁon Study (I) Meonatal Glucose Care Optimisation Study

In New Zealand approximately 20,000 newborn babies born each year
are at risk of transitional hypoglycaemia (low blood glucose
concentration) due to being born small, large, preterm or the infant of
a diabetic mother. Transitional hypoglycaemia not only impacts breast
feeding and healthcare resources, but also has the potential to cause
permanent brain injury.

Despite current management, babies with severe or recurrent transi-
tional hypoglycaemia have substantially higher rates (approximately
four-fold) of adverse neurological outcome. Better management strate-
gies are needed that address the underlying pathophysiology, namely,
dysregulated insulin secretion. Early use of diazoxide may be one such
approach as it acts on the pancreatic beta cell to slow insulin secretion.

The NeoGIuCO Study (l) is a Phase 2, double-blind, randomised controlled, parallel trial of diazoxide versus placebo
in neonates born at 235 weeks’ gestation designed to investigate if early treatment of severe or recurrent neonatal
hypoglycaemia with oral diazoxide improves glucose stability and neonatal metabolic transition. If effective,
such a treatment could have major benefits for neonates with severe or recurrent hypoglycaemia, including
reduced length of admission and separation of mother and baby, reduced use of formula and facilitation of earlier
establishment of breastfeeding, reduced number of heel pricks for blood glucose testing, and better long-term
neurodevelopmental outcome.

Babies are eligible for this study if they are admitted to a neonatal unit in the first week after birth with recurrent
or severe hypoglycaemia, defined by one or more of the following:

= 23 episodes of hypoglycaemia <2.6 mmol/L in 48 hours
= Blood glucose of 1.2 to <2.0 mmol/L persisting after 2 doses of dextrose gel and feeding
= Any episode of hypoglycaemia <1.2 mmol/L

The trial has recently opened to recruitment and it is planned to recruit 74 babies from Counties Manukau and
Auckland DHB Neonatal Care Units.

Contact for further information: c.mckinlay@auckland.ac.nz

COVID-19 clinical trials excluding pregnant women highlights an important

equity iSSUE Since the start of the COVID-19 pandemic more than 180 clinical trials have opened globally to
explore potential therapeutics and vaccines with a further 150 trials preparing to recruit participants. This high
number of clinical trials has been subject to scrutiny in terms of whether they are all necessary due to concerns
about demand on resources (Mullard A 2020). Furthermore, the trials have raised an important ethical issue given
their predominant exclusion of pregnant women.

Last month we featured two COVID-19 related clinical trials that may recruit pregnant and postpartum women.
With such a high number of COVID-19 clinical trials but very few recruiting pregnant women, the spotlight is once
again on the ethics of excluding pregnant women from therapeutic drug and vaccine trials.

Recent correspondence published in The Lancet raises an important issue for == -
all clinical trials, COVID-19 related or not. That is, despite pregnant women ‘
being systematically excluded from clinical trials, they deserve equity in access
to therapeutic options that can only be informed by rigorous scientific data,
i.e. clinical trials research. The author concludes that pregnant women must

be afforded the same autonomy offered to other adults to decide about par-
ticipation in clinical trials. We think this is something those designing clinical :3‘(/
trials should remain mindful of. Read the full article here. '
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| Update your practice: The effect of lactoferrin supple-
mentation on death or major morbidity in very low
birthweight infants (LIFT): a multicentre, double-blind,

randomised controlled trial

The LIFT trial recently published in The Lancet Child and Adolescent
Health was a multicentre clinical trial supported by the PSANZ IMPACT
Network. The trial recruited 1542 babies from 14 Australian sites as well

as babies from Christchurch and Wellington.

Background: Very low birthweight (VLBW) babies are at increased risk of sepsis, necrotising enterocolitis (NEC) and
death. LIFT was designed to assess whether supplementing the enteral diet of VLBW babies with lactoferrin, an antimi-
crobial protein, reduces all-cause mortality or major morbidity. The primary outcome was survival to hospital discharge
or major morbidity (defined as brain injury, NEC, late-onset sepsis at 36 weeks' post-menstrual age, or retinopathy
treated before discharge). An updated meta-analysis of clinical trials including LIFT was also performed to estimate the
effects of lactoferrin supplementation on late-onset sepsis, NEC and survival.

Methods: Babies were eligible for LIFT if they were born weighing less than 1500 g and were aged less than 8 days.
Babies were randomly assigned (1:1) to receive once daily 200 mg/kg pasteurised bovine lactoferrin supplements or no
lactoferrin supplement added to breast or formula milk until 34 weeks' post-menstrual age (or for 2 weeks, if longer), or
until discharge from the hospital, whichever occurred first.

Results: Between June 2014 and September 2017, 1542 babies were recruited; 771 were assigned to the intervention
group and 771 to the control group. One baby had consent withdrawn before beginning lactoferrin treatment and was
excluded from analysis.

In-hospital death or major morbidity occurred in 162 (21%) of 770 infants in the intervention group and in 170 (22%) of
771 infants in the control group (relative risk [RR] 0-95, 95% Cl 0-79-1-14; p=0-60). Three suspected unexpected serious
adverse reactions occurred; two in the lactoferrin group, which were not attributed to the intervention (unexplained
late jaundice and inspissated milk syndrome) and one in the control group (fatal inspissated milk syndrome).

The meta-analysis identified 13 trials with a total of 5609 preterm babies. Lactoferrin supplements significantly reduced
late-onset sepsis [RR 0-79 (0-71-0-88); p<0-0001], but not NEC or all-cause mortality.

Interpretation: The authors concluded that lactoferrin supplementation did not improve death or major morbidity in
this trial.

Although lactoferrin supplementation was not shown to reduce
death or major morbidity in VLBW babies in LIFT, the meta-analysis did show a significant reduction in late-onset sepsis.
Therefore, further research of the potential benefits of lactoferrin supplementation for reducing the risk of late onset
sepsis in VLBW babies does warrant further research. Large, collaborative clinical trials will be needed to detect moder-
ate and clinically important effects reliably and to investigate different doses of lactoferrin.

ON TRACK Network educational site visits are back on!

%@ As we move down New Zealand’s COVID-19 Alert Levels we are pleased to again be organising
. road trips delivering ON TRACK Network educational site visits across New Zealand. Visits
provide the latest in evidence-based best practice in maternal and neonatal care on topics
selected by sites and talk about the value of clinical trials research and getting involved with
the ON TRACK Network. “Key message for me....importance of clinical trials for improving
health outcomes, reducing harm and reducing variation in practice”.

Where have
° we been?

We have received incredibly positive feedback from all sites who have participated so far with all attendees provid-
ing feedback stating they would be keen to attend similar sessions in the future. We do not want sites who have
not had the opportunity to organise a visit with us or whose plans were put on hold because of COVID-19 to miss
out. If you would like for your site to take part in this great opportunity, we are scheduling dates now for October
2020 onwards. Speak with your Site Network Leader or contact us now: ontracknetwork@auckland.ac.nz
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. New Zealand
New Zealand Trials recruits
DIAMOND |DIfferent Approaches to MOderate & late preterm Nutrition 319
FlIX Trial  |The Fertility, IVF and Intrauterine Insemination trial in couples with uneXplained infertility 74
LATTE : : . . .
Dosage The most effective and best tolerated dose of caffeine to reduce intermittent hypoxaemia 96
Little Eye
Drop Microdrop Administration of Phenylephrine and Cyclopentolate Eye Drops in Neonates 39
Neo Gluco |Neonatal Glucose Care Optimisation Study (1) 5
OBLIGE Comparing two methods of starting an induction of labour in pregnant women (balloon at home 781
versus hormone gel in hospital) to assess chance of vaginal birth
Preventing Adverse Outcomes of Neonatal Hypoxic Ischaemic Encephalopathy with
PAEAN 59
Erythropoietin
PIPPA Paracetamol and Ibuprofen in Primary Prevention of Asthma 1520
PLUSS Preventing Chronic Lung Disease in Extremely Preterm Infants Using Surfactant + Steroid 55
PROTECT |IV pentoxifylline as adjunct therapy to improve long-term disability in preterm infants 26
Recruitment completed - follow up to primary outcome ongoing
C*STEROID .
. ... |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
SRR Higher IV protein intake for extremely low birthweight babies in the first week after birth on survival free from neu-
rodevelopmental disability at 2 years' corrected age
Childhood outcome studies

hPOD@2YR Follow-up Study

Hypoglycaemia Prevention in newborns with Oral Dextrose

Study

STRIDER NZAus Childhood Outcome

Sildenafil TheRapy In Dismal prognosis Early onset fetal growth Restriction (2-3 years)

TARGET Follow up Study

Optimal glycaemic targets for women with gestational diabetes: the randomised trial

Coming soon C*STEROID Trial:Corticosteroids before planned caesarean

section 235 weeks If you did not have the opportunity to join Dr Katie Groom’s webinar last
month explaining the clinical research from which this upcoming clinical trial originates, you can
access the webinar here.
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C*STEROID

The C*STEROID trial will be opening across New Zealand sites later this year. For more infor-
mation email: csteroid@auckland.ac.nz

Save the date

ON TRACK Network educational site visits are resuming from October 2020 - contact us now
to arrange your site’s visit! Email: ontracknetwork@auckland.ac.nz

Nga Maia National Hui/AGM 2020 - Waikato - 30" Nov-2"? Dec 2020

Society for Maternal Fetal Medicine 41st Annual Pregnancy Meeting 2021 - Las Vegas - Jan 25-30 2021

RANZCOG 2020 Annual Scientific Meeting - Wellington - 16 - 18 Jun 2021

New Zealand College of Midwives 16th Biennial National Conference - Christchurch - 2-4 Sept 2021

PSNZ 72nd Annual Scientific Meeting 2021 - Rotorua - 2-5 Nov 2021
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https://www.ngamaia.co.nz/copy-of-national-hui-agm-2020
https://www.abstractscorecard.com/cfp/submit/privacy.asp?EventKey=VZVUIFBN
https://www.nzasm.org.nz/
https://www.midwife.org.nz/midwives/conference-2021/
https://www.paediatrics.org.nz/events/details/?tx_sfeventmgt_pievent%5Bevent%5D=193&tx_sfeventmgt_pievent%5Baction%5D=detail&tx_sfeventmgt_pievent%5Bcontroller%5D=Event&cHash=f3091cf31a7f11a4ec689d5a3e09b337
https://www.youtube.com/watch?v=bazX4oJlD5Q&feature=youtu.be

