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Kia ora. Welcome to the November edition of ON TRACK news. This month we feature the C*STEROID Trial opening at sites
across New Zealand, with so many recent publications relevant to our practice we look at not one but three clinical trials in
Update Your Practice, plus we share feedback on our latest ON TRACK Network Educational Site Visit to Palmerston North.

The C*STEROID Trial: Corticosteroids before planned
caesarean section from 35+0 to 39+6 weeks of pregnancy
The C*STEROID Trial has just been awarded a Health Research Council project grant for a
multi-centre, placebo-controlled, randomised trial across New Zealand. The trial is designed
to assess the effects of corticosteroids on newborn health when given to mothers prior to a
planned CS at or near term because we still don’t know if this is a good or bad thing to do.
Information from the C*STEROID Feasibility Study has allowed the trial to be up and running quickly and it will be at many
sites across New Zealand soon (Auckland City Hospital is open to recruitment already). Feedback from mothers who
participated in the C*STEROID Feasibility Study has informed us how valuable they found the opportunity for them and their
babies to participate in this research. Watch these videos to learn more http://www.liggins.auckland.ac.nz/csteroid

This 4 minute cartoon describes the trial for
potential participants but it is a quick and easy
way for anyone to learn about the trial

This 6 minute video for clinicians and midwives
shows how to describe the study to women

The investigator team
are currently supporting site set ups across
New Zealand. If your
hospital
is
getting
involved in this exciting
new trial, look out for a
C*STEROID
initiation
meeting coming to your
site!

Email: csteroid@auckland.ac.nz
Webpage: http://www.liggins.auckland.ac.nz/csteroid
Facebook: https://www.facebook.com/csteroidtrial/
Thanks to the funders supporting this trial.

Trial Development Workshop 2021
Register for FREE now! The workshop will help to develop promising clinical trial
concepts in maternal, perinatal and neonatal health through the steps to
competitive grant funding. If you have a trial idea, are interested in learning more
about the development of quality clinical trials, or just want to contribute your
experience then don’t miss this fantastic opportunity! Registrations are filling up.
You can register to attend the workshop here Or visit our website: https:/ontrack.perinatalsociety.org.nz/
Please note the workshop will proceed regardless of COVID-19 restrictions. At Level 1 and 2
restrictions the workshop will proceed in person. Should Level 3 or 4 restrictions be in place at
the time of the workshop we will switch to a full on-line platform or hybrid plan for
successfully delivering the workshop – so go ahead, register today!
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UPDATE YOUR PRACTICE: caesarean section wound
dressings, metformin in women with type 2 diabetes, and
prevention of CMV infection during pregnancy
With so many recent publications we feature three notable clinical trials
in this month’s Update Your Practice.

Effect of prophylactic negative pressure wound therapy versus standard wound dressing on surgical site
infection in obese women after caesarean delivery: A randomised clinical trial JAMA. 2020;324(12):1180-1189.
doi:10.1001/jama.2020.13361

Background: This trial was designed to investigate if prophylactic negative pressure wound therapy was effective in reducing
surgical-site infection after caesarean delivery in obese women. The trial took place across 6 US hospitals between February
2017 and November 2019. Women were randomly assigned to either undergo prophylactic negative pressure wound therapy,
with application of the negative pressure device immediately after repair of the surgical incision (n = 816), or to receive standard wound dressing (n = 808). The primary outcome was superficial or deep surgical-site infection.
Findings: 1608 women completed the study and were included in the primary analysis. There was no significant difference in
the risk of surgical-site infection after caesarean delivery with prophylactic negative pressure wound therapy (3.6%) versus
standard wound dressing (3.4%). These findings do not support routine use of prophylactic negative pressure wound therapy
in obese women after caesarean delivery.

What do these results mean for New Zealand practice: Prophylactic negative pressure wound therapy adds to caesarean
delivery health care costs in New Zealand. The results of this clinical trial have already changed practice in Auckland with the
Auckland District Health Board Theatre Management Committee making the decision to no longer purchase or use these
dressings. Other DHBs may wish to review the trial findings in order to make a decision whether to change practice across
their respective regions.

Metformin in women with type 2 diabetes in pregnancy (MiTy): a multicentre, international, randomised,
placebo-controlled trial https://doi.org/10.1016/S2213-8587(20)30310-7
Background: This trial was designed to investigate the effects of the addition of metformin to a standard regimen of insulin on
neonatal morbidity and mortality in pregnant women with type-2 diabetes. The trial took place across 25 centres in Canada
and 4 centres in Australia between May 2011 and October 2018. Women were randomly assigned to receive either metformin 1000mg twice daily (n = 253) or placebo (n= 249), added to insulin. The primary outcome was a composite of fetal and
neonatal outcomes.
Findings: Complete data for the primary outcome analysis were available for 233 (92%) participants in the metformin group
and 240 (96%) in the placebo group. There was no significant difference in the primary composite neonatal outcome between
the two groups (40% versus 40%; p = 0·86; relative risk [RR] 1·02 [0·83 to 1·26]). However, the women treated with metformin
had better glycaemic control, lower insulin requirements, less gestational weight gain, and fewer caesarean births than women in the placebo group. Infants of mothers taking metformin weighed less, were less likely to be extremely large for gestational age, and less likely to weigh 4000g or more at birth compared with infants born to mothers taking placebo. Metforminexposed infants also displayed reduced adiposity with reduced skinfold thicknesses, abdominal circumference and fat mass.

What do these results mean for New Zealand practice: Current New Zealand Diabetes in Pregnancy Guidelines (available
via our website - https://ontrack.perinatalsociety.org.nz/research-implementation/) recommend offering metformin and/or
insulin where women (not necessarily obese) with gestational diabetes have poor glycaemic control taking account of clinical
assessment and the woman’s preferences.
MiTy was the first large multicentre randomised placebo controlled trial investigating the addition of metformin to a standard
regimen of insulin in women with type 2 diabetes. Although no significant difference was found between groups in the primary composite outcome of neonatal mortality and serious morbidity, the benefits seen for mothers and babies with metformin
should be taken into account when considering potential use of metformin in addition to insulin during pregnancy. Further
research is required to investigate long term outcomes for metformin-exposed infants.
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Valaciclovir to prevent vertical transmission of cytomegalovirus after maternal
primary infection during pregnancy: a randomised, double-blind, placebo-controlled
trial https://doi.org/10.1016/S0140-6736(20)31868-7
Background: This trial was designed to investigate whether valaciclovir can prevent vertical
transmission of cytomegalovirus to the fetus in pregnant women with a primary infection acquired early in pregnancy. The trial took place in Israel between November 2015 and October
2018. Pregnant women with serological evidence of a primary cytomegalovirus infection acquired either periconceptionally or during the first trimester of pregnancy, were randomly assigned to oral valaciclovir (8g per day, twice daily) (n= 50) or placebo (n = 50) from enrolment
until amniocentesis at 21 or 22 gestational weeks. The primary outcome was the rate of vertical transmission of cytomegalovirus detected by PCR of amniotic fluid.
Findings: 5 women were excluded in each group. In the
valaciclovir group, including both first trimester and
periconceptional infections, 5/45 (11%) amniocenteses
were positive for cytomegalovirus, compared with 14/45
(30%) in the placebo group (p = 0·027; odds ratio 0·29, 95%
CI 0·09–0·90 for vertical cytomegalovirus transmission).
Among participants with a primary cytomegalovirus infection during the first trimester, a positive amniocentesis for
cytomegalovirus was significantly less likely in the valaciclovir group (2/19 [11%] amniocenteses) compared with the
placebo group (11/23 [48%] amniocenteses; p = 0·020).

What do these results mean for New Zealand practice: This trial supports the use of
valaciclovir in New Zealand for reducing the rate of fetal cytomegalovirus infection after maternal primary infection acquired early in pregnancy. Early treatment of pregnant women with
primary infection may prevent termination of pregnancies or delivery of infants with congenital cytomegalovirus. Numbers are small but consistent with low prevalence in pregnancy.

WHO ACTION-I Trial
Antenatal
dexamethasone for women at
risk of imminent preterm birth in lowresource countries
This randomised placebocontrolled trial was performed in 5 low economic
countries (LECs), so not
directly relevant to our
practice but an interesting
read (New England Journal
of Medicine).
The efficacy of antenatal
corticosteroids for improving newborn survival in
high economic countries is
well-established but their
use in LECs has been a topic of debate for some time.
These findings finally prove
the drugs are also effective
in low economic settings.
The impact will be significant. For every 25 pregnant
women who received dexamethasone, one premature baby’s life was saved.

ON TRACK Network Educational Site Visits: Lovely to see you again
Palmerston North! We have been on the road again with our most recent ON TRACK Network
Educational Site Visit to Palmerston North. This was our second visit to MidCentral DHB - back due to
popular demand! The visits aim to provide the latest in evidence-based best practice in maternal and
newborn care on topics selected by sites and talk more about the value of clinical trials research.
Where we have been

During the visit Professor Frank Bloomfield presented ‘Optimising
care of preterm infants for long-term health’ and Associate Professor
Katie Groom presented ‘Corticosteroids for infant, child & adult
health. Where we are up to and where to next?’
“A key message for me was there are so many unanswered questions
in clinical practice”
“I liked the data being presented; high quality studies are being
carried out”

Katie Groom
Frank Bloomfield

“I liked how accessible the information was and being made to feel
involved in the future of research”
“A key message for me was that research in a regional hospital is
essential and ON TRACK can support this”

All our visits include talks on how getting involved with clinical trials research benefits the women and babies we care for, our
own institutions and society as a whole. We also showcase initiatives of the Network and the clinical trials it supports. Thanks
to the multidisciplinary teams at Palmerston North for making us feel so welcome (again) and for the wonderful feedback. If
your site has not yet taken advantage of this great opportunity speak with your Site Network Leader or feel free to contact us
directly (email: ontracknetwork@auckland.ac.nz).
ontracknetwork@auckland.ac.nz
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New Zealand
recruits

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

92

DIAMOND DIfferent Approaches to MOderate & late preterm Nutrition

370

FIIX Trial

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

163

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

121

Phenylephrine and Cyclopentolate Eye Drops in Neonates

66

LATTE
Dosage
Little Eye
Drop

NeoGluco Neonatal Glucose Care Optimisation Study (I)
OBLIGE
PAEAN

21

Comparing two methods of starting an induction of labour in pregnant women (balloon at home
versus hormone gel in hospital) to assess chance of vaginal birth
Preventing Adverse Outcomes of Neonatal Hypoxic Ischaemic Encephalopathy with
Erythropoietin

PIPPA

Paracetamol and Ibuprofen in Primary Prevention of Asthma

PLUSS

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

887
64
1848
74

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

34

Recruitment completed - follow up to primary outcome ongoing
C*STEROID
C*STEROID Feasibility: Corticosteroids before planned CS form 35+0 to 39+6 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
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 targets for women with gestational diabetes: the randomised trial

SAVE THE DATE
Cool Topics in Neonatology 2020 19-20 Nov 2020 (virtual) - thewomens.org.au/cooltopics
ACTA Summit 2020 30 Nov - 4 Dec 2020 (Virtual) - https://clinicaltrialsalliance.org.au/
Society for Maternal Fetal Medicine 41st Annual Pregnancy Meeting 2021 - Las Vegas - 25-30 Jan 2021 - https://
www.smfm.org/
PSANZ Annual Congress (2020 postponement) Sydney - 10-13 Feb 2021 (format to be confirmed) - https://
www.psanz.com.au/
RANZCOG 2021 ASM Hobart 14-17 Feb 2021 - https://ranzcogasm.com.au/
ON TRACK Network Trial Development Workshop - Auckland - 25 - 26 Feb 2021 - https://
ontrack.perinatalsociety.org.nz/
RANZCOG 2020 NZ Annual Scientific Meeting (2020 postponement) Wellington - 21 - 22 Jun 2021 - https://
www.nzasm.org.nz/
New Zealand College of Midwives 16th Biennial National Conference - Christchurch - 2-4 Sept 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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