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Enrolment to the GEMS study is complete - well done to all those involved!  

We last featured the GEMS study in our July newsletter when the team were celebrating reaching 88% of their recruitment 
target of 4,158 women.  In December they reached 100% - congratulations!   

All GEMS babies are expected to have been born early to mid 2020 following which final data will be collected and analysis will 
begin.  The GEMS team will very soon be able to answer the important question ‘which of the two thresholds for the glucose 
tolerance test (GTT) —the current NZ or the international WHO-recommended threshold—is best for the health and well-
being of mums and babies?’  

We look forward to learning more from this important clinical trial and featuring it in a future update your 
practice piece!  Congratulations to Auckland City Hospital and Counties Manukau Health teams in  
successfully completing recruitment. 

ON TRACK Network Trial Development Workshop  
 

The fourth ON TRACK Network Trial Development Workshop is taking place at the Clinical 
Education Centre, Auckland City Hospital on 20th & 21st  February 2020.   

 

 
Four clinical trial concepts will be developed to help secure success in competitive grant funding during the two day workshop, 
which is for everyone.  You don’t need to be actively involved in the projects to attend. You may be interested in the topics 
being discussed or you may want to learn more about how quality clinical trials are developed. Whatever your role or interest 
in maternal, perinatal and neonatal clinical trials we would love to see you there.   
 

Concepts for development are: 
 
 Improving adherence to a national induction of labour guideline (Michelle Wise, University of Auckland) 

 Point of care testing for Group-B Strep to optimise management of PROM at term (Rebecca Hay, Liggins Institute) 

 Optimising management of severe/recurrent neonatal hypoglycaemia (Chris McKinlay, Counties Manukau Health & 
Liggins Institute) 

 Calcium Prophylaxis for Prevention of Preeclampsia (Rachel Taylor, Waikato Institute of Technology) 

 
This year’s workshop will be attended by expert faculty 
and facilitators from Australia, New Zealand and the 
UK making the event an excellent and exciting  
opportunity to learn and collaborate.   
 

   
 
 

Kia ora. We are glad to be back in full swing and are looking forward to a busy and rewarding year! We hope you all had a  

wonderful holiday season.  In this edition we provide an extended version of update your practice profiling three trials on post term 

induction of labour.  We also provide our regular trials recruitment updates and details of upcoming events.  You cannot afford to 

miss the latest maternal and perinatal clinical trials news and developments all presented for you here. 

Register 

now 

If you do not want to miss this fantastic opportunity REGISTER now for FREE to secure your place: 
https://uoaevents.eventsair.com/on-track-2020/on-track 

https://uoaevents.eventsair.com/on-track-2020/on-track
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Update your practice - Induction of labour trials: INDEX, ARRIVE and SWEPIS 

Post term pregnancy is associated with increased perinatal morbidity and mortality.  The World Health Organisation and various  
other national and international guidelines recommend induction of labour (IOL) at 42 weeks. Studies have suggested IOL from 41 
weeks may improve perinatal outcomes, however a lack of robust clinical trials evidence means there is less consensus on the care of 
women with pregnancies exceeding 41 weeks.  

A 2018 Cochrane Review of IOL for improved birth outcomes for women at or beyond term (10.1002/14651858.CD004945.pub4) 
showed lower rates of caesarean delivery and perinatal death but a higher rate of operative vaginal delivery with IOL compared with 
expectant management.  In this month’s update your practice we look at three trials published since the latest Cochrane Review 
and discuss what they mean for your everyday clinical practice.   

Latest IOL trials at a glance 

Full publications: INDEX https://doi.org/10.1136/bmj.l344  ARRIVE 10.1056/NEJMoa1800566  SWEPIS https://doi.org/10.1136/bmj.l6131  

INDEX (INDuction of labour at 41 weeks with a policy of EXpectant management until 42 weeks) a randomised controlled trial  

compared IOL at 41+0 to 41+1 with expectant management until 42 weeks+0.  A total of 1,801 low risk women with an uncomplicated 
singleton pregnancy were randomised: 900 to IOL and 901 to expectant management. 

In the IOL group 15/900 (1.7%) women had the primary outcome versus 28/901 (3.1%) in the expectant management group 
(absolute risk difference −1.4%, 95% confidence interval −2.9% to 0.0%, P=0.22 for non-inferiority). 11 (1.2%) infants in the IOL group 
and 23 (2.6%) in the expectant management group had an Apgar score <7 at five minutes (relative risk (RR) 0.48, 95% CI 0.23 to 
0.98). No infants in the IOL group and three (0.3%) in the expectant management group had an Apgar score <4 at five minutes. One 
fetal death (0.1%) occurred in the IOL group and two (0.2%) in the expectant management group. Three (0.3%) neonates in the IOL 
group versus 8 (0.9%) in the expectant management group were admitted to NICU (RR 0.38, 95% CI 0.10 to 1.41). No significant 
difference was found in composite adverse maternal outcomes (IOL n=122 (13.6%) versus expectant management n=102 (11.3%)) or 
in caesarean section rate (both groups n=97 (10.8%)). 

The authors concluded IoL at 41 weeks resulted in less overall adverse perinatal outcome than a policy of expectant management 
until 42 weeks, although the absolute risk of severe adverse outcome (perinatal mortality, NICU admission, Apgar score <4 at five 
minutes) was low in both groups. 

ARRIVE (A Randomised Trial of Induction Versus Expectant Management) was designed to compare IOL in nulliparous women at 

39+0 to 39 +4 with expectant management until 41 weeks+0. 3,062 women were assigned to IOL, and 3,044 were assigned to  
expectant management.  

The primary outcome occurred in 4.3% of neonates in the IOL group and in 5.4% in the expectant management group (relative risk, 
0.80; 95% confidence interval [CI], 0.64 to 1.00). The frequency of caesarean delivery was lower in the IOL group than in the  
expectant management group (18.6% vs. 22.2%; relative risk, 0.84; 95% CI, 0.76 to 0.93).  

The authors concluded IOL at 39 weeks in low-risk nulliparous women did not result in a greater frequency of perinatal adverse 

outcomes than expectant management and resulted in fewer instances of caesarean delivery. 
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 Sites & 

timeframe  

Gestation at 

screening/

randomisation  

Gesta-

tion at 

IOL  

Expectant 

management 

gestation  

Primary  

outcome  

Secondary 

outcome  

Summary findings  

INDEX  Netherlands; 
123 primary 
care practices 
& 45 hospi-
tals  

2012-2016  

40+5 -41+0
  41+0 -41+1 

N=900  

Up to 42+0 

N=901  

Composite of 
perinatal  
mortality & 
neonatal  
morbidity  

Maternal 
outcomes & 
mode of  
delivery  

IOL at 41 weeks resulted in fewer 
adverse perinatal outcomes although 
the absolute risk of severe outcome 
(perinatal mortality, NICU admission, 
Apgar score <4 at 5 mins) was low in 
both groups  

ARRIVE  US;  
41 hospitals 

2014-2017  

34+0 -38+6
  39+0 -39+4 

N=3,062  

No elective 
delivery  
before 40+5-
42+2 

N=3,044 

Composite of 
perinatal death 
or severe  
neonatal  
complications  

Caesarean 
section  

Elective IOL at 39 weeks did not result 
in a greater frequency of perinatal 
adverse outcomes than expectant 
management and resulted in fewer 
CS.  

SWEPIS  Sweden;  
14 hospitals 

2016-2018  

40+6-41+1
  41+0 -41+2 

N=1,381  

No elective 
delivery  
before 42+0 -
42+1 

N=1,379  

Composite 
perinatal  
outcome of 
mortality and 
morbidity  

Neonatal: 
individual 
components 
of primary 
perinatal 
outcome 

Maternal: vari-
ous e.g. mode 
of delivery  

No significant difference in primary 
composite adverse perinatal outcome 
was observed. Reduction of second-
ary outcome (perinatal mortality) was 
observed in the IOL group without 
increased adverse maternal out-
comes.  

https://doi.org/10.1002/14651858.CD004945.pub4
https://doi.org/10.1136/bmj.l344
https://dx.doi.org/10.1056%2FNEJMoa1800566
https://doi.org/10.1136/bmj.l6131
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SWEPIS (IOL at 41 weeks versus expectant management and IOL at 42 weeks) was designed to evaluate if IOL at 41 weeks improves 

perinatal and maternal outcomes in women with a low risk pregnancy compared with expectant management and IOL at 42 weeks.  
A total of 2,760 women were randomised with 1,381 women assigned to the induction group and 1,379 women assigned to the  
expectant management group. 

An independent data monitoring group advised early stopping of the trial due to safety concerns. However, the composite primary 
perinatal outcome did not differ between the groups: 2.4% (33/1,381) in the IOL group and 2.2% (31/1,379) in the expectant man-
agement group (relative risk 1.06, 95% confidence interval 0.65 to 1.73; P=0.90). Although, the rate of perinatal mortality was higher 
in those managed expectantly; no perinatal deaths occurred in the IOL group but six (five stillbirths and one early neonatal death) 
occurred in the expectant management group (P=0.03). The proportion of caesarean delivery, instrumental vaginal delivery, or any 
major maternal morbidity did not differ between the groups. 

The authors concluded no significant difference was found in the primary composite adverse perinatal outcome. However, a  
reduction of perinatal mortality was observed without increasing adverse maternal outcomes when IOL was performed at 41 
weeks. 
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Save the date   
ON TRACK Network Trial Development Workshop 2020 Auckland 20th-21st Feb 2020 ontrack.perinatalsociety.org.nz/  

IMPACT Network meeting Sydney 4th-5th Apr  2020 https://impact.psanz.com.au/meetings-and-events/impact-network-workshops/ 

PSANZ Annual Congress Sydney 5th-8th Apr 2020 https://web.cvent.com/event/71fe9307-c088-46ee-99ed-cc19660a089d/summary 

NZ College of Midwives Conference Christchurch 15th-17th Oct 2020 https://www.midwife.org.nz/midwives/conference-2020/  

Nga Maia National Hui/AGM 2020 Waikato 30th Nov-2nd Dec 2020 https://www.ngamaia.co.nz/copy-of-national-hui-agm-2020 

Research news Clinical trials webinars ACTA held its biggest webinar to date earlier this 

week . The Super Webinar took place to disseminate and open communication around a document ACTA has 
created to guide trialists towards optimising their trials for implementation. The webinar was held  
concurrently across Australia and New Zealand and if you didn’t get the opportunity to join in, the recording 
is available online.  We recommend you take a look, it’s highly relevant for anyone who is involved with or has an interest in 
clinical trials:  https://clinicaltrialsalliance.org.au/resource/implementability-super-webinar/  

ACTA are also hosting a research prioritisation framework webinar on 17th February, 3:15-4:15 pm.  If you are interested in 
setting priorities for the conduct of clinical trials you can access the free webinar for a practical guide and good practice frame-
work. Register here: https://register.gotowebinar.com/register/6163145708408967436 

What do the results of these trials mean for New Zealand practice and future trials research? 

Results of these three trials should be interpreted with some caution because of their heterogeneity.  We would expect that IOL will 
reduce the risk of stillbirth but this may be at the expense of other perinatal morbidity or mortality, and maternal risk.  However, 
none of these trials support that concept but rather other risks appear to be reduced.  It therefore seems very reasonable and ap-
propriate to consider IOL by 41 weeks although this should continue to be viewed within context weighing up expected benefits 
versus possible adverse effects for each mother and baby. 

It should be noted that in the SWEPIS trial all perinatal deaths occurred in nulliparous women, a finding also seen in other studies 
where stillbirths were more common in nulliparous than multiparous women.  The care of nulliparous women may therefore re-
quire particular attention concerning timing of IOL. The numbers in these trials are large but substantially larger trials are needed 
here to evaluate differences in the context of our own healthcare environment.  Future clinical trials could also focus on long term 
perinatal outcomes following post term IOL. 

Research opportunities at the Liggins Institute, University of Auckland  
Assessing the impact of maternal and perinatal interventions on life-long health 
Ever wanted to try your hand at research?  The Liggins Institute, University of Auckland has clinically relevant opportunities for 
health professionals interested in undertaking master’s or doctoral study in perinatal and child health. 

Interventions early in life, including before birth, are now recognised as the most effective way of improving life-long health. 
Whilst randomised trials are the gold standard for evaluating new interventions, long-term follow-up is often required to max-
imise the potential benefits of such trials. 

For more information about the projects available and how to apply, please click on the links below or contact Professor Jane 
Harding at j.harding@auckland.ac.nz. 

 Childhood outcomes after dextrose gel to prevent neonatal hypoglycaemia  

 Childhood outcomes after a trial of extra protein for babies born very preterm  

 Adult outcomes of antenatal corticosteroid exposure  

 Outcomes of changes to glycaemic thresholds for diagnosis and management of gestational diabetes in New Zealand 

 What outcomes are important to consumers? The Whānau Engagement Study  

If anyone else has similar opportunities to share, please let us know! 

https://clinicaltrialsalliance.org.au/resource/implementability-super-webinar/
https://register.gotowebinar.com/register/6163145708408967436
mailto:j.harding@auckland.ac.nz
https://www.findathesis.auckland.ac.nz/research-entry/10445941
https://www.findathesis.auckland.ac.nz/research-entry/10446050
https://www.findathesis.auckland.ac.nz/research-entry/10446052
https://www.findathesis.auckland.ac.nz/research-entry/10453854
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Currently Recruiting 
New Zealand 

recruits 

C*STEROID 

Feasibility 
C*STEROID Feasibility: Corticosteroids before planned CS form 35+0 to 39+6 weeks 78 

 DIAMOND DIfferent Approaches to MOderate & late preterm Nutrition 300 

 ECOBABe The ECOBABe study (Early Colonisation with Bacteria After Birth)  49 

 LATTE  

 Dosage 
The most effective and best tolerated dose of caffeine to reduce intermittent hypoxaemia 80 

 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 
716 

 PAEAN 
Preventing Adverse Outcomes of Neonatal Hypoxic Ischaemic Encephalopathy with  

Erythropoietin 
57 

 PIPPA Paracetamol and Ibuprofen in Primary Prevention of Asthma 1381 

 PLUSS Preventing Chronic Lung Disease in Extremely Preterm Infants Using Surfactant + Steroid 41 

 PROTECT IV pentoxifylline as adjunct therapy to improve long-term disability in preterm infants 24 

Recruitment completed - follow up to primary outcome ongoing 

 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 neu-

rodevelopmental disability at 2 years' corrected age 

Childhood outcome studies 

 hPOD@2YR Follow-up Study Hypoglycaemia Prevention in newborns with Oral Dextrose 

 STRIDER NZAus Childhood Outcome 

Study 
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 

Palmerston North Educational Site Visit  A great way to com-

plete our 2019 series of visits across New Zealand! 
In late November we had the pleasure of visiting Palmerston North for the final ON TRACK Network 

educational site visit of 2019.  During the visit Frank Bloomfield presented ‘Optimising care of pre-

term infants for long term health’ and Katie Groom presented ‘Antenatal and intrapartum inter-

ventions to improve outcomes after preterm birth—what can midwives and obstetricians do?’  

 

The visit was particularly special as one of our Network’s key consumer 

representatives from our National Executive Committee, Jenny Warren, 

was also able to attend.  

 

We would like to thank everyone who participated in site visits in 2019.  

The feedback we have received has been overwhelmingly positive with 

100% of responders stating they would most definitely attend similar 

visits in the future. If you have not yet had the opportunity to hear of the 

latest clinical trials evidence for better care of mothers and babies, and 

to learn more about the activities of our network you are not to worry as 

we are continuing with visits in 2020!  

 

 

 

 

Please contact us directly to learn more (ontracknetwork@auckland.ac.nz) or speak with your Site Network Leader. 

Frank Bloomfield, Nathalie de Vries,  Sarah Machin, Jen Green, 

Jenny Warren, Katie Groom 

Where we have 

been 

Congratulations Waikato 

on your first 3 recruits! 

“I really liked how multidisciplinary the session was” 

“Great presentations, very interesting” 
“The concept that every mother and baby is entitled to partici-

pate in a clinical trial is a big shift in thinking for me” 


