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Welcome
Welcome to the May edition of ON TRACK News
Kia ora, this month we hear from another Concept Lead Investigator who
attended our latest Trial Development Workshop and we feature the CONDISOX trial in Update Your Practice. If you have any feedback or would like
to share any of your maternal and perinatal clinical trials news, let us know.

MAY 2021

LATEST TRIALS NEWS

IN THIS EDITION

The OBLIGE Trial recruits 1000 women

Educational Site Visit - New Plymouth
Professor Frank Bloomfield joins A/Professor
Katie Groom for our
latest Educational Site
Visit to New Plymouth.
Read more on page 4

Trial Development Workshop
Auckland OBLIGE team celebrations

The OBLIGE trial has now recruited 1000 women. Well done to everyone
involved. Although this is a fantastic milestone, there is still some way to go
to reach the trial’s recruitment target of 1,552 participants. Please keep up
the great work and continue to direct women to the OBLIGE introductory
video available on the trial’s webpage: oblige.auckland.ac.nz

Dr Simon Scheck provides feedback on his
experience leading a trial
concept at our latest Trial
Development Workshop
on page 2

SAVE THE DATE
RANZCOG 2021 NZ Annual Scientific Meeting
Wellington - 21 - 22 Jun 2021 - https://www.nzasm.org.nz/
New Zealand Medical Sciences Congress - Queenstown - 1-2 Sept 2021 www.queenstownresearchweek.org
PSNZ 72nd Annual Scientific Meeting 2021 - Rotorua - 2-5 Nov 2021 www.psnzconference.org.nz
New Zealand College of Midwives 16th Biennial National Conference Christchurch - 5-6 Nov 2021 - https://www.midwife.org.nz

COVID-19 vaccination & pregnancy
Read
the
latest
recommendation from
the UK on COVID-19
vaccination in pregnancy
on page 2

ON TRACK Network website:

The PSANZ 2022 Congress - Adelaide - 27-30 Mar 2022 www.psanz.com.au/

RESEARCH NEWS New Māori Health Clinical Research Training Fellowship
The HRC have added a new training fellowship to the awards offered through
their Māori Health Career Development Awards programme for Māori health
professionals seeking additional training for a career in clinical research. Applications for this fellowship will open via the HRC Gateway on 26 May 2021.
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ON TRACK Network Trial Development Workshop:
Concept Update
ON TRACK Network Trial Development Workshops take
place in February each year, this year was our fifth workshop. They are designed to bring people together to network and collaborate, assisting teams with concepts for
maternal and perinatal clinical trials to develop them into
proposals suitable for competitive grant funding. Dr Simon
Scheck, Honorary Research Fellow at University of Otago,
Wellington shares feedback on his recent workshop experience leading a new trial concept.
“The ON TRACK Network Trial Development Workshop
was an amazing experience. It gave me huge insights into
the challenges and processes involved in developing a clinical trial. We brought a concept to the workshop of a randomised controlled trial to test basic contact versus hydrocolloid dressings for caesarean section. “
“During discussions many challenges concerning our concept
were discussed, for example: how to achieve the large numbers required (potential multicentre trial over several years
with cluster randomisation); the challenge defining a primary
outcome (surgical site infection) in a pragmatic but meaningful way; ensuring the trial would be acceptable to Māori and
Pacific women and their whānau, and how to ensure adequate representation of these groups; and many other intricacies.

Simon pictured centre with members of his team

The expertise available on the day was immense, with many
well-established researchers (who I had written papers on
when I studied for my RANZCOG exams) willing to share
their experiences and expertise. Beyond this, there was extremely useful input from consumers, Māori representatives and statisticians.”

“Overall, the workshop was extremely useful to get a true insight into the complexities and challenges ahead in setting up a
randomised controlled trial and to prepare me for making my concept a success.”

COVID-19 Vaccination &
Pregnancy: An Update
In February we reported RANZCOG guidance on COVID-19
vaccination during pregnancy. In their statement subsequently updated 10 March 2021, RANZCOG continue to 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. However, if a pregnant woman meets the definition
of being particularly vulnerable, then she should discuss the
option of COVID-19 vaccination with her obstetrician, GP
and/or midwife.” The full RANZCOG guidance can be accessed here (https://ranzcog.edu.au/).
The Joint Committee for Vaccination and Immunisation (JVCI)
in the UK now recommend offering vaccination to all pregnant women based on evidence presented by the Royal College of Obstetricians and Gynaecologists (statement
www.rcog.org.uk). Prior to this, vaccination was only being
ontracknetwork@auckland.ac.nz

offered to pregnant women in the UK when their risk of exposure to the virus was high or if they had underlying conditions
making them susceptible to complications should they contract the virus. With clinical trials testing COVID-19 vaccines
in pregnant women only just starting, the updated UK recommendation is based on the growing volume of real-world
data coming from the US where approximately 90,000 pregnant women have now been vaccinated and no safety concerns have been raised.
New Zealand guidance not recommending routine use of
COVID-19 vaccines during pregnancy differs to the new UK
recommendation as the settings are very different with New
Zealand having low community transmission and the UK experiencing high community transmission. The latest assessment and recommendation from the UK is reassuring though,
and both RANZCOG and UK guidance continue to emphasise
the importance of supporting every pregnant woman in making an individual decision based on her own risks and benefits.
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Update Your Practice

Continued
versus discontinued oxytocin stimulation
in the active phase of labour (CONDISOX):
double blind randomised controlled trial
https://doi.org/10.1136/bmj.n716
BACKGROUND Induction
of labour (IOL) has continued to rise globally and in
high income settings may
apply to one in every four
births. IOL often involves
the process of cervicalripening using prostaglandins to help soften the cervix, followed by additional
methods of establishing
labour such as rupture of
membranes and/or intravenous oxytocin infusion to stimulate uterine contractions. When administering oxytocin for
IOL there is a fine line between progressing labour and uterine hyperstimulation which presents risks to mother and baby. To reduce these risks different approaches to oxytocin
administration have been suggested including intermittent
administration, low and high doses, and/or discontinuation of
stimulation when active labour is established. Studies have
suggested that once a woman is in active labour, the labour
will continue even if oxytocin stimulation is stopped reducing
the risk of caesarean section (CS) because of uterine hyperstimulation.

Netherlands designed to test whether discontinuation of oxytocin stimulation, once active labour is achieved, reduces CS
rate. Women were eligible to participate if they had a singleton live fetus with a cephalic presentation at term and were
stimulated with oxytocin for elective IOL or following spontaneous pre-labour rupture of membranes without progression
in labour. Women who consented to participate were randomly assigned 1:1 to have their oxytocin stimulation discontinued or continued in the active phase of labour. The primary outcome was CS.
RESULTS 1,200 women were randomised between April 2016
and June 2020. There was no statistically significant difference in the frequency of CS between the discontinued group
(101 CS in 607 women, 16.6%) and the continued group (84
CS in 591 women, 14.2%) (relative risk 1.17, 95% confidence
interval 0.90 to 1.53; absolute difference 2.4%, –1.7% to
6.5%).
Discontinuation of oxytocin was associated with a longer duration of labour (median time from randomisation to delivery
282 versus 203 min; P<0.001), a reduced risk of hyperstimulation (3.7% v 12.9%; P<0.001), and a reduced risk of fetal heart
rate (FHR) abnormalities (27.9% v 40.8%; P<0.001).
INTERPRETATION The authors reported that in settings with
close monitoring of the fetus and uterine contractions, discontinuation of oxytocin may lead to a small increase in the
risk of CS. However, the risk of uterine hyperstimulation and
abnormal FHR was significantly reduced when oxytocin was
discontinued, and this may be important in settings where
close observation of mother and fetus is not practiced due to
resource constraints.

METHODS A double blind randomised placebo-controlled
trial involving nine hospitals in Denmark and one in the

WHAT DO THESE RESULTS MEAN FOR NEW ZEALAND PRACTICE?

Results of the CONDISOX trial suggest that discontinuation of oxytocin stimulation when active labour is established may
lead to a small increase in CS rate. For New Zealand practice oxytocin administration should be continued if safe to do so,
with monitoring.
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Educational Site Visit - New Plymouth
Our latest Educational Site Visit took place in New Plymouth 29th April. Thank you to our Site Network Leader, Olivia Payne (pictured centre) for assisting us with organising the visit, and the Taranaki teams for giving us such a warm welcome.
During the visit Associate Professor Katie Groom (pictured left) presented “Predicting and preventing spontaneous preterm birth, an update on current evidence and best practice” and Professor Frank Bloomfield (pictured right) presented “Moderate- and late-preterm birth and its
consequences for long-term health.” Further talks were presented explaining more about the ON
TRACK Network and how to get involved.
Taranaki was our 10th Educational Site Visit. Everyone who has provided feedback would appreciate future visits and we always receive positive comments highlighting the value of these visits. If
you would like to learn more please speak with your Site Network Leader or email us directly:
ontracknetwork@auckland.ac.nz
“The session was very relevant for all of the maternal/child health
teams and raised some interesting questions for review of care”
“Please come again and again”
“Good to have these sessions locally”
“Speakers incredibly knowledgeable & passionate about their topics”
“It was very interesting and worth attending”
Katie & Frank also took the opportunity to launch the C*STEROID Trial in Taranaki—we look forward to seeing
your first recruits!

New Zealand
recruits

New Zealand Trials
Protect Me

Antenatal melatonin supplementation in fetal growth restriction for fetal neuroprotection

3

C*STEROID

Corticosteroids before planned caesarean section from 35+0 to 39+6 weeks of pregnancy

181

DIAMOND

DIfferent Approaches to MOderate & late preterm Nutrition

430

FIIX Trial

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

269

Little Eye
Drop

Phenylephrine and Cyclopentolate Eye Drops in Neonates

114

NeoGluco

Neonatal Glucose Care Optimisation Study (I)

38

OBLIGE

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

1009

PIPPA

Paracetamol and Ibuprofen in Primary Prevention of Asthma

2195

PLUSS

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

107

PROTECT

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

45

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