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Foreword

The WOMBAT Collaboration iglelighted to present thefourth edition of the WOMBAT Trials
Bookletin its role in supporting maternal and perinatal trials in Australia. The WOMBAT
Collaboration is funded through a NHMRC enabling grant (349570) to promote and support high
quality maternal and perinatalrandomised clinical trials in order to improve the health and
wellbeing of women and their children, through:
1 identifying national research areas and encouraging appropriate clinical and methodological
trials
1 providing high level support to researchers undertaking multicentre trials at national and
regional levels

1 providing education and training in trial design and conduct

With 71 trials currently recruiting or due to start recruitment soon (49 in pregnancy and childbirth
and 22 in neonatology) there has been a substantial increase in the number and diversity of
maternal and perinatal trials in Australia. In addition over 25 maternal and perinatal trials have
completed recruitment in the last 12 months.About 30 new maternal ard perinatal trials are
addedto our website each year. Details of all maternal and perinataials in the WOMBAT cohort
collected since 2003(including recently completed ones) can be found on the WOMBAT

Collaboration website (vww.wombatcollaboration.net) and from the Australian and New Zealand

Clinical Trials Registry (vww.actr.org.au).

We trust that you find the information in the booklet useful. We know that some of you will be
inspired to plan more trials in the many areas where high quality information is lacking. We hope
that many of you will beenthusedto join existing trials needing more centres to complete

recruitment (please see the pages marked).

Professor Caroline Crowther
The WOMBAT Collaboration


http://www.wombatcollaboration.net/
http://www.actr.org.au/




Pregnancy and Childbirth Trials




A*STEROID

Title : Australasian AntenatalSudy To Evaluate theRole Of Intramuscular Dexamethasone versus
betamethasone prior to preterm birth to increase survival free of childhood neurosensory
disability: a randomised controlled trial

ACTRN12608000631303

Trial Question : To determine whether giving antenatal dexamethasone to women at risk of
preterm birth at less than 34 weeks gestation increases the chance of their children surviving free
of neurosensory disability at 2 years corrected age, compared with women given amiatal
betamethasone.

Treatment Groups: Intramuscular dexamethasone vs betamethasone
prior to preterm birth.

Trial Status: Currently recruiting

Multi Centre: Australia and New Zealand

Additional Centres Needed: Yes

Recruitment Target: 1499

Recruitment As At February 2010: 213

Coordinating Centre: The University of Adelaide

Centres in Australia Currently SAz71T 1T AT860 AT A #EEI AOAT 6

Recruiting: Gawler Hospital

Lyell McEwin Hospital
NSWz Royal Hospital for Women
Royal North Shore Hospital
*More collaborating centres needed* St George Hospital
Nepean Hospital
QLDZz Ipswich Hospital
-AOAO -1 OEAOOG (1 OPEOAI
Townsville Hospital
vVicz2T UAT 71711 AT680 (1 OPEOA
TASZz Royal Hobart Hospital
Launceston Hospital

Chief Investigators: Trial Coordinator:
Prof Caroline Crowther, Prof Jane Harding, Ms Pat Ashwood
Ms Philippa Middleton, Dr Chad Andersen,

Emeritus Prof Jeffrey Robinson

Trial Contact: Trial Email:

Prof Caroline Crowther pat.ashwood@adelaide.edu.au
Contact Details:

ARCH

(Australian ResearchCentre for Health of
Women and Babies)

Discipline of Obstetrics & Gynaecology

The University of Adelaide

71T AT60 O #EEI AOAT 6 ¢
72 King William Road

North Adelaide SA 5006 *
Tel: +61 8 8161 7767 A S E R®I D
Fax: +61 8 8161 7652 I
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A comparison of fentanyl with
pethidine for pain relief during

childbirth

Title: A comparison of fentanyl with pethidine for pain relief during childbirth

ACTRN12609001027202

Trial Question: Does fentanyl (administered intranasally, or subcutaneouslyimprove mother and
baby outcomes compared with intramuscular pethidine.

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Coordinating Centre:

Chief Investigator: Julie Fleet

Trial Contact:
Julie Fleet

Contact Details:
GPO Box 2100
Adelaide SA 5001

Tel: +61 8 8201 2071

Participants will be randomised into one of three
groups

Group 1z Self administered intranasal fentanyl,
under supervision of a midwife

Group 2z Fentanyl administered subcutaneously for
pain relief

Group 3z Pethidine administered intramuscularly
for pain relief

Not yet recruiting

150

Flinders University / Flinders Medical Centre

Trial Email:
degr0013@flinders.edu.au



mailto:degr0013@flinders.edu.au

A double-blind randomised controlled
trial of oxytocin bolus plus placebo
Infusion versus oxytocin bolus plus
oxytocin infusion for the prevention of
uterine atony and post partum
haemorrhage at elective caesarean
section

ACTRN12607000631404

TRIAL QUESTION:To compare the efficacy of two intravenous (IV) oxytocin (Syntocinon®)
regimens for the management of the third &ge of labour in otherwise healthy women with a
singleton pregnancy undergoing an elective lower segment caesarean section at term

Treatment Groups: A slow bolus intravenous injection of 5 iu oxytocin
(Syntocinon®) versus a slow bolus intravenous
injection of 5 iu oxytocin (Syntocinori') plus 20 iu
oxytocin (Syntocinorf') infusion.

Trial Status: Currently recruiting

Southern Health: Monash Medical Centre &

Single Centre Dandenong Hospital

Recruitment Target: 948
Recruitment As At February 2010 : 210
Coordinating Centre: Monash Medical Centre

Chief Investigators: Professor Euan M.
Wallace, Joanne Mockler, Vangy Malkoutzis

Trial Contact:
Ms. Joanne Mockler

Contact Details: Trial Email:

Ritchie Centre joanne.mockler@med.monash.edu.au
Department of Obstetrics and Gynaecology

Monash Universityand Southern Health

Monash Medical Centre

246 Clayton Road

ClaytonVic 3168

Tel: +61 3 9594 5458
Fax: +613 9594 6389
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ARRIValL

Title: Artificial Rupture of membranes(ARM) versus repeatintra-vaginal prostaglandins for
induction of labour: a randomised controlled trial

Trial Question: After commencement of induction (387 weeks gestation) with a single dose of
PGE2, does ARM or repeated dose/s of PGeducetime taken to achieve a birtl?

Treatment Groups: After induction commenced withassingle dose of
PGE2, women will be randomised to receive further
dose/s of PGE2r ARM.

Trial Status: Currently recruiting

Single Centre

Recruitment Target: 250
Recruitment As At February 2010: 3

o _ -AOAO -1 OEAO0G6 O Matd BhlOA E
Coordinating Centre: .

Services

Chief Investigator: Dr Michael Beckmann
Trial Contact:
Dr Michael Beckmann
Contact Details: Trial Email:
- AOGAO -1 OEAO060O 2 AOA/ Michael.Beckmann@mater.org.au
, AOAT ¢ 10A00A0G60 " (
Annerley Rd

WoolloongabbaQLD 4102
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Bakri

Title: The prophylactic use of a Bakri Balloon for women undergoing caesarean section for
placenta praeviaz a randomised controlled trial

Trial Question: For women undergoing a caesarean birth for placenta praeviaoes prophylactic
use of Bakri balloon result in less blood loss and related morbidity when comparestth routine

intra and postoperative care?
Treatment Groups:
Trial Status:

Single Centre

Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Chief Investigator: Dr Michael Beckmann

Trial Contact:
Dr Michael Beckmann

Contact Details:

- AOAO -1 OEAOBO 2
, AOAT ¢ 10AO00AOG
Annerley Rd

WoolloongabbaQLD 4102

A
O

OA/
"

Prophylactic placement of a Bakri balloorvs routine
intra- or post-operative care.

Currently recruiting

100

4

-AOAO -1 OEAO0OB8O 2A0AAO0AE
Services

Trial Email:
Michael.Beckmann@mater.org.au
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BBBI

Title: Beating the Blues before Birtly Evaluating an antenatal depression treatment programa

randomised controlled trial

ACTRN12609000926235

Trial Question: Can eightsession cognitive behavioural therapy progren reduce antenatal
depression, anxiety and increase health service uptake?

Treatment Groups:

Trial Status:
Single Centre

Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Chief Investigator: Prof Jeannette Milgrom

Trial Contact:
Dr Charlene Schembri

Contact Details:
Parent-Infant Research Insititute

Dept of Clinical & Health Psychology
Heidelberg Repatriation Hospital Austin

Health
300 Waterdale Road
Heidelberg WestVic 3081

Tel: +61 3 9496 4496
Fax: +61 3 9496 4148

Individual cognitive behavioural therapy (8 weekly
sessions) vs routine primary care. All women receive
a clinical assessment wittspecialistpsychologist,
help linking with appropriate health professionals

AT A O0OPDPTI OO OAOOGEAAOKh A
pamphlet which encourages the use of community
supports and includes a list of contacts for

ADDOTI POEAOA OAOOEAAO Adgi/
PDOACT AT AU AT A AAOI U PAO/
beyondblue.

Currently recruiting

100
5
Austin Health

Trial Email:

Charlene.schembri@austin.org.au
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Cervicalocclusion in women with
cervical insufficiency

Title: Cervical occlusion in women withcervical insufficiency

Trial Question: Could a cervical occlusion suture be effective at improving perinatal outcome?

Treatment Groups: Double cerclage vs single cerclage.
Trial Status: Currently recruiting
Sweden GermanySwitzerland, UK, South
Multi Centre: Africa, Australia, India, Spain, Saudi Arabia,
Denmark, Brazil.
Additional Centres Needed: Yes
Recruitment Target: 650

Recruitment As At February 2010: 320

Coordinating Centre: Copenlagen University Hospital, Hvidoe

Centres in Australia Currently Zi T AT B0 Al A H#EEI AOAT &

Recruiting:

Principal Investigators: Australian Principal Investigator:
Prof Niels &rgen Secher, Copenhager $ O $AA - A#1 Of AAAERBI AODAI
University Hospital Hospital

Australian Trial Contact:
Dr Dee McCormack

Contact Details: Trial Email:

711 AT80 O #EEI AOA deemccormack@hotmail.com

72 King William Road

North Adelaide SA 5006 Trial homepage:
www.cervical occlusion.com
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CHIPS

Title: The CHIPS trial: Control of Hypertension In Pregnancy Study

ISRCTN71416914

Trial Question: $1T AO O1 AOO OECEOG

AT Is@&d nonpOt@nudrateriad 8

hypertension increase (or decrease) the likelihood of pregnancy loss or high level neonatal care for

more than 48 hours?

Treatment Groups:

Trial Status:
Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Coordinating Centre:

Centres in Australia Currently
Recruiting:

*More collaborating centres needed*

Chief Investigator: Dr Laura Ann Magee

Trial Contact:
Dr Laura Ann Magee

Contact Details:

"# 7T TATB8O0 (1 OPEOAI
4500 Oak Street Room B425A
Vancouver

Canada V6H 3N1

Tel: +1 604 875 2959
Fax: +1 604 875 3212

target diastolic 100mmHg vs target diastolic
85mmHg

Currently recruiting

Argentina, Australia, Brazil, Canada, Chile, Columbia
Estonia, France, Israel, Jordan, Netherlands, New
Zealand, UK, USA

Yes

1028

"y 711 AT 60
Canada

(T OPEOAIT AT A

King Edward Memorial Hospital, WA
Ipswich Hospital, QLD

Trial Email:
chips@cw.bc.ca

Sponsor Website:
http://www.utoronto.ca/cmicr/chips/

CHIPS
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CIPS

Title: Candida in Pregnancy Study Treatment of candidiasis to prevent preterm birth.

NHMRC632532

Trial Question: Caneradication of candida in pregnant women reduce the risk of preterm birth?

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Coordinating Centre:

Chief Investigators: Prof Jonathan Morris,
Prof Warwick Giles, A/Prof Christine
Roberts, Prof Judy Simpson, Dr George
Kotsiou, Dr Jennifer Bowen, Dr Jane Hirst

Trial Contact:
Prof Jonathan Morris

Contact Details:

Royal North Shore Hospital
Reserve Road

St Leonards NSW 2065

Tel: +61 2 9926 7013
Fax: +61 2 9906 6742

Six day course of clotrimazole vs placebo vaginal
cream

Not yet recruiting

2000
Royal North Shore Hospital

Trial Email;
imorris@med.usyd.edu.au
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CLOSURE

Title : Skin andsubcutaneous fascia closure at caesarean section: a randomised controlled trial
the CLOSURE trial

ACTNRN12608000143325

Trial Question: What are the effects of different methods of skin and subcutaneous fascia closure
on maternal wound complicationrates?

Treatment Groups: Absorbable v norabsorbable subcuticular suture
material for skin closure and closure of
subcutaneous fascia v noftlosure (2x2 facorial

design)
Trial Status: Currently recruiting
Single Centre
Recruitment Target: 1230
Recruitment As At February 2010: 540
Coordinating Centre: The University of Adelaide
Chief Investigators: Dr Rosalie Grivell Prof
Jodie Dodd, Prof Caroline Crowther
Trial Contact:
Dr Rosalie Grivell
Contact Details: Trial Email:
Discipline of Obstetrics & Gynaecology rosalie.grivell@adelaide.edu.au

The University of Adelaide o
7T TAT80 O #EEI AOAT 8¢
72 King William Road

North Adelaide SA 5006 CLOSURE

. cig K
Tel: +61 8 8161 8506 AT CABSAREAN SECTION TO REDUCE WOUND COMPLICATIONS
Fax: +61 8 8161 7652
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Comparison of the Episurév
Autodetect™syringe with the portex
loss-of-resistance syringe

Title: #1 1 PAOEOT T 1 &£ OEA %PE3OO0OAA | OObiichisiahde §ping®d U OE |
a randomised controlled trial

ACTRN12609000041257

Trial Question: Is there a difference in the incidence of technical failure (failed insertion,

ET AAOAOOAT O AOOAI DOl AOOOAR Z£AEI AA APEAOOAIT AT
compared with the traditional plastic lossof-resistance syringe when used to locate the epidural
space across a range of operator experience?

Treatment Groups: DEOOOAA OUOEI CA OGa 00/
resistance syringe for location of epidural space in
women requesting a labourepidural

Trial Status: Currently recruiting
Multi Centre
Additional Centres Needed:

Recruitment Target: 1000

Recruitment As At February 2010: 220

Coordinating Centre: King Edward Memorial Hospital for Women, Perth
Ce“”‘?sf in.AustraIia Currently WA z King Edward Memorial Hospital for Women
Recruiting:

VICZ4EA 2T UAI 71T AT860 (160

Chief Investigators: Professor Michael
Paech, Dr Neil Muchatuta

Trial Contact:
Professor Michael Paech

Contact Details: Trial Email:

Dept of Anaestheticsaand Pain Medicine michael.paech@health.wa.gov.au
King Edward Memorial Hospital for Women

374 Bagot Road

Subiaco WA 6008

Tel: +61 8 9340 2250
Fax: +61 8 9340 2260
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Cooling for perinealpain relief after

childbirth:

Title: Cooling for perineal pain relief after childbirth: randomised trial

ACTRN12607000557437

Trial Question: What are the effets of two local cooling regimerin relieving pain from perineal

trauma sustained during chidbirth?

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Coordinating Centre:

Chief Investigator : Dr. Christine East

Trial Contact:
Dr Christine East

Contact Details:

Dept Obstetrics and Gynaecology

~ z 2 oA~

Hospital
20 Flemington Rd
Parkville VIC 3051

Tel: +61 3 83453700

Fax: +61 3 8345 3702

- AT AT

Systematic use otooling, compression and being
horizontal v ice packs

Not yet recruiting

800

Trial Email:
eastc@unimelb.edu.au
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COSMOS

(Comparing standard maternity care with one on one midwifery support)
Title: Caseload midwifery for women at low risk of medicatomplications
ACTRN12607000073404

Trial Question: Does caseload midwifery decrease operative birth and other interventions and )
ET AOAAOA OEA AOOAOQEIT 1T &£ AOAAOGOAEAARAET ¢ AT A xIT1
costs of care, compared wit standard hospital maternity care?

Treatment Groups: Caseload midwifery (antenatal, intrapartum and
postpartum care from a known midwife) v standard
hospital maternity care.

Trial Status: Currently recruiting

Single Centre

Additional Centres Needed: No
Recruitment Target: 2300
Recruitment As At February 2010: 1917

oL ) Mother and Child Health Research, La Trobe
Coordinating Centre: : .

University

Centres in Australia Currently o o ) o
Recruiting: 21T UAT 71T T ATB80 (1 OPEOAI
Chief Investigators:
Dr Helen McLachlan, Dr Della Forster, Ms
Mary-Ann Davey, Prof Judith Lumley, Ms
Tanya Farrell,Prof Jeremy Oats, Ms Lisa
Gold, Prof Ulla Waldenstrom.
Trial Contact:
Dr Helen McLachlan
Contact Details: Trial Email:
Mother and Child HealthResearch, m.flood@latrobe.edu.au

La Trobe University
324-328 Little Lonsdale St
Melbourne VIC 3000

Tel: +61 3 9624 8500
Fax: +61 3 9624 8555
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DAME

Title : Diabetes & antenatal milk expressingDAME): a randomised controlled trial

Trial Question: doesantenatal expressingof colostrum for women with diabetes in pregnancy
(requiring insulin) increases admission to the special care nursery (SCN) or the neonatal intensive
care (NICU) compared with the infants of similar women receiving standard caPe

Treatment Groups: Women allocated to the intervention will be taught
how to hand express colostrum at 36 weeks
gestation and encouraged to do this twice daily for
approximately ten minutes until the time of
admission to hospital to give birth,With expressed

AT 11T 0000i &O01TUAT &I O OE
standard care.
Trial Status: Not yet recruiting
Multi Centre:
Additional Centres Needed: No
Recruitment Target: 658
Coordinating Centre: Mother & Child Health Research, La Trobe Universit
g:Q:L?Enig:Australia Currently Mercy Hospital fo r\Nomerl |
Royal Womenés Hospital
Chief Investigators: Associate Investigators:

Della Forster, Susan Jacobsisa Amir, Peter Susan DonathAnita Moorhead, Cath McNamara,
Davis, Sue Walker, Kerri McEgan, Gillian  Rachael Ford AmandaAlyward

Opie

Trial Contact:

Dr Della Forster

Contact Details: Trial Email:

Mother & Child Health Research d.forster@latrobe.edu.au
La Trobe University

324-328 Little Lonsdale St

Melbourne VIC 3000

Tel: +61 3 8341 8573
Fax: +61 3 8341 8533
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Doestelephone peer support and/or a
midwife home visit in the early
postnatal period increase breastfeeding
duration?

Title: Does telephone peer support in the early postnatal pertbincrease breastfeeding duration?

Trial Question: Does telephone peer support in the early postnatal period increase the proportion
of infants who receive any breast milk at six months compared to infants of women who received
standard care (46% to 56%)?

Treatment Groups: Women in the intervention group will be allocated a
volunteer peer who will make regular telephone
contact (with a minimum according to a prescribed
protocol) in the first 12 weeks postpartum.

Trial Status: Not yet recruiting

Multi Centre:

Additional Centres Needed: No

Recruitment Target: 1028

Coordinating Centre: Mother & Child Health Research, La Trobe Universit
Centres in Australia Currently Royal Womendés Hospital,
Recruiting: Barwon Health, Geelong, Victoria

Sunshine Hospital, Sunshine

Chief Investigators: Della Forster, Helen Associate Investigators: Cindy-Lee Dennis, Anita

McLachlan, MaryAnn Davey, Lisa Amir, Lisa Moorhead, Kim Layton, Helena Maher, Karalyn

Gold, Rhonda Small McDonald Patrice Hickey, Kate Mortensen, Nanette
Shone.

Trial Contact:

Dr Della Forster

Contact Details: Trial Email:

Mother & Child Health Research d.forster@latrobe.edu.au
La Trobe University

324-328 Little Lonsdale St

Melbourne Vic 3000

Tel: +61 3 8341 8500

Fax: +61 3 8341 8555
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Effect of different diets on gestatioal

diabetes

Title: Effect of different diets on gestational diabetes

ACTRN12608000218392

Trial Question: Can a low glycemic indeXGl) diet during pregnancy reduce prevalence of large
for gestation agebabies ofwomen with gestational diabetes?

Treatment Groups:

Trial Status:
Single Centre

Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Chief Investigator :
Prof Jennie BrandMiller

Trial Contact:
Jimmy Chun Yu Louie

Contact Details:

Prof Jennie BrandMiller

Human Nutrition Unit

School of Molecular and Microbial
Biosciences

Cnr Butlin Ave & Maze Cres
University of Sydney
Camperdown NSW 2006

Tel: +61 2 9351 3759

Wholegrain high fibre diet vs macronutrient and
energy matched low Gl diet.

Currently recruiting

150
68
Royal Prince Alfred Hospital, Sydney

Trial Email:
j.louie@student.usyd.edu.au
j.brandmiller@mmb.usyd.edu.au
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Epi-No

Title: The EptNo trial: Effect of intravaginal balloon device on levator trauma in mothers following
childbirth

ACTRN12609000592246

Trial Question : Doesthe use ofanintravaginal balloon devicereduce the risk of major pelvidloor
trauma at vaginal birth?

Treatment Groups: Intravaginal balloon device to distend pelvic floor
muscle vs normal antenatal care.

Trial Status: Currently recruiting

Multi Centre:

Additional Centres Needed:

Recruitment Target: 600

Recruitment As At February 2010: 270

Coordinating Centre: Nepean Hospital

Centres in Australia Currently Nepean Hospital

Recruiting: Royal Prince Alfred Hospital

Chief Investigator : Prof Hans Peter Dietz

Trial Contact:
Prof Hans Peter Dietz

Contact Details: Trial Email:

Nepean Hospital hpdietz@med.ustd.edu.au
Level 5 Spurrett Building

Derby St

Penrith NSW 2750

Tel: +61 2 4734 1474
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Fetal Middle Cerebral Artery (MCA)
Doppler to time second and subsequent
transfusions for women with red cell
alloimmunisation: a randomised trial.

Title: Fetal Middle Cerebral Artery(MCA) Doppler to time second and subsequent transfusions for
women with red cell alloimmunisation: a randomised trial

ACTRN12608000643370

Trial Question: To assess whether (MCA) Doppler can be safely used to determthe timing of
second and subsequent fetal blood transfusions without increasing the risk of adverse fetal and
neonatal health outcomes.

Treatment Groups: Middle Cerebral Artery (MCA) vs standard
nomogram

Trial Status: Currently recruiting

Multi Centre: Canada, AustraliaUnited Kingdom, USA, Europe,
United Arab States

Additional Centres Needed: Yes

Recruitment Target: 564

Recruitment As At February 2010: 2

Coordinating Centre: The University ofAdelaide

Centres in Australia Currently Recruiting:

*More collaborating centres needed*

Steering Committee: Prof Jodie Dodd,
Assoc Prof Jan Dickinson, Dr Chad Anderse
Dr Greg Ryan, Dr Rory Windrim.

Trial Contact:
Prof Jodie Dodd

Contact Details:

ARCH

(Australian ResearchCentre for Health of
Women and Babies)

Discipline of Obstetrics & Gynaecology

The University of Adelaide

71T AT60 O #EEI AOAT B8O
72 King William Road

North Adelaide SA 5006

Tel: +61 8 8161 7657
Fax: +61 8 8161 7652
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FluMum

Title: FluMum:influenza vaccination in pregnancy and the benefit to infants.

Trial Question : Does the 1%y intradermal (ID) influenza vaccine provide superior immunological
outcomes for the infants of mothers vaccinated during pregnancy than the fir§ intramuscular (IM)
vaccine?

Treatment Groups: 15nyg ID influenza vaccinatiorvs 15ng IM
vaccination in healthy pregnant women in the 2
and 3¢ trimester of pregnancy.

Trial Status: Not yet recruiting
Multi Centre: Darwin, Sydney, Melbourne, Brisbane

Additional Centres Needed:

Recruitment Target: 1128 women over two influenzaseasons
o ) Menzies School oHealth Research, Charles Darwin
Coordinating Centre: : .
University
Chief Investigat or s: o
Kerry-l T 1T |/ 6 Katheidellde, Stephen
Lambert, Robert Booy, Nicholas Wood,
Terry Nolan, Jodie McVernon, Ross
Andrews, Rosemary Fench
Trial Contact: o
Kerry-! TT [/ 6' OAAU
Contact Details: Trial Email:
Menzies School of Health Research kogrady@menzies.edu.au

Charles Darwin University
PO Box 41096
Casuarina NTO811

Tel: +61 8 8922 8196
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Healthier lifestyles: Preventing
gestational diabetes in high risk

pregnancies

Title: Healthier lifestyles: Preventing gestational diabetes iigh risk pregnancies: a research and

education project
ACTNR12608000233325

Trial Question:

Does lifestyle information and education reduce maternal weight gain in

pregnancy and gestational diabetes in women at high risk for gestational diabetes?

Treatment Groups:

Trial Status:
Multi Centre:
Additional Centres Needed:

Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Centres in Australia Currently
Recruiting:

Chief Investigat or:
Professor Helena Teede

Trial Contact:
Cheryce Harrison

Contact Details:
MIMR

Locked Bag 29
Clayton Vic 3168

Tel: + 61 3 9594 7545
Fax: + 61 3 9594 7550

Provision of lifestyle and education (behavioural

change, diet and physical activity) vs standard

maternal care.
Currently recruiting

No
220

200
* AAT

Monash Institute of Health Services Research

(AET A0 2A0AAO0AE

(Southern Health)

Southern H

ealth sites:

Monash Medical Centre,
Dandenong Hospital
Casey Hospital

Trial Email:

helena.teede@med.monash.edu.au

cheryce.harrison@med.monash.edu.au

Oi
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HEPRIN

Title: Heparin for the prevention of complications related to placentainsufficiency

ISRCTN88675588

Trial Question: Does heparin improve pregnancy outcomes for women with evidence of placental

dysfunction?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Coordinating Centre:

Centres in Australia Currently Recruiting:

Chief Investigat or:

Prof John Kingdom, Mt Sinai Hospital,
Toronto

Trial Contact:

Prof Jodie Dodd
Jodie.dodd@adelaide.edu.au

Canadian Contact Details:

Prof John Kingdom

Department of Obstetrics & Gynecology
Mt Sinai Hospital

700 University Ave, 34 Floor

Toronto M5G 174

Canada

Daily subcutaneous heparin vs standard care.

Currently recruiting
Canada

No

102

32

Department of Obstetrics & Gynecology, University
of Toronto

Australian Principal Investigator:
Prof Jodie Dodd, The University of Adelaide

Trial Email:
ikingdom@mitsinai.on.ca

Sponsor Website:
http://www.utoronto.ca/
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Hypnosis for nausea and vomiting in
early pregnancy:a randomised

controlled trial

Title: Hypnosis for nausea and vomiting in early pregnancy: a randomised controlled trial

ACTRN12607000127904

Trial Question: What are the effects of antenatal hypnosis on suffering associated with

hyperemesis in early pregnancy?

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Chief Investigator: Dr Allan Cyna

Trial Contact: Dr Allan Cyna

Contact Details:

Dept of Anaesthesia

Women's and Children's Hospital,
77 King William Road,

North Adelaide SA5006

Tel: +61 8 8161 7630
Fax: +61 8 8161 7892

Audio CD on hypnosis lasting half hour for 7
consecutive days plus usual care (supportive and
pharmacological medication and or intravenous
fluids as required) vs usual cardas described abovg

Currently recruiting

62

35

$ADO T &£ 'TAAOOEAOGEARh 4E,
Hospital, Adelaide.

Trial Coordinators:
Dr Allan CyngDr Marion Andrew

Trial Email:
allan.cyna@health.sa.gov.au
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IDEAL

Title: Investigation of dietary advice and lifestyle for women with borderline gestational diabetes

Trial Question: Does the use of dietary and lifestyle advice for women with borderline gestational
diabetes reduce the risk of infant morbidity and maternal physical morbidity?

Treatment Groups: individualised advice regarding diet and lifestyle &
routine care for women with borderline gestational
diabetes

Trial Status: Currently recruiting

Multi Centre:

Additional Centres Needed: Yes

Recruitment Target: 542

Recruitment As At Feburary 2010: 200

Coordinating Centre: Discipline of Obstetrics andsynaecology, The

51T EOAOOEOU 1 &£ ' AAIl AEAA

#EEI AOCAT 80 (1 OPEOAIT h | A/
Centres in Australia Currently SA:-Womenods & Chil drenos
Recruiting: Flinders Medical Centre,

Lyell McEwin Hospital.

NSW: - Nepean Hospital
*More collaborating centres needed* TAS: - Launceston Hospital.

QLD: - Townsville Hospital

Steering Committee: Trial Coordinator: Ms Andrea Deussen
Professor Caroline CrowtherProf Jodie

Dodd, A/Prof William Hague, Dr Peter

Baghurst, Dr Andrew McPhee, Emeritus

Professor JeffreyRobinson

Trial Contact:
Prof Caroline Crowther

Contact Details: Trial Email:

ARCH ideal@adelaide.edu.au

(Australian ResearchCentre for Health of ~ andrea.deussen@adelaide.edu.au
Women and Babies)

Discipline of Obstetrics & Gynaecology

The University of Adelaide

71T 1T AT 80 O HospEal AOAT 8 (

72 King William Road

North Adelaide SA 5006 )

Tel: +61 8 8161 7657 I EAL

Fax: +61 8 8161 7652
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LIMIT

Title: Limiting weight gain in overweight and obese women during pregnancy to improve health
outcomes: a randomised trial

ACTRN12607000161426

Trial Question: Does dietary and lifestyle advice to limit weight gainn overweight or obese
pregnant women improve health outcomes for women and their infants?

Treatment Groups: Tailored dietary and lifestyle advice vs routine
dietary lifestyle and behavioural advice.

Trial Status: Currently recruiting

Multi Centre: South Australia

Additional Centres Needed: No

Recruitment Target: 2574

Recruitment As At February 2010: 1000

Coordinating Centre: Discipline of Obstetrics and Gynaecology, The

51T EOAOOEOU 1T £ ' AAIl AEAA

#EEI AOAT 60 (1 OPEOAI h ! A
Centres in Australia Currently Womends & Childrends Ho
Recruiting: The Queen Elizabeth Hospital,

Flinders Medical Centre,

Noarlunga Hospital,

Lyell McEwin Hospital,

Modbury Hospital

Steering Committee: Trial Coordinator: Ms Andrea Deussen
Prof Jodie Dodd, ProbDeborah Turnbull,

Professor Gary Wittert, Emeritus Professor

Jeffrey Robirson, Dr Andrew McPhee,

Prof Caroline Crowther

Trial Contact:
Prof Jodie Dodd

Contact Details: Trial Email:

ARCH limit@adelaide.edu.au
(Australian ResearchCentre for Health of

Women and Babies)

Discipline of Obstetrics & Gynaecology

The University of Adelaide

71T AT60 O #EEI AOAT 6 ¢C

72 King William Road

North Adelaide SA 5006

Tel: +61 8 8161 7657
Fax: +61 8 8161 7652
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MAN GO— Midwives @ New Group practice Options

Title: A randomised controlled trial of case load midwifery

Trial Question: Can caseload midwifery care reduce interventions and is it as safe as usual
hospital maternity?

Treatment Groups: Caseload midwifery care vs standard care
Trial Status: Currently recruiting

Multi Centre:

Additional Centres Needed: Yes

Recruitment Target: 1550

Recruitment As At February 2010: 800

Coordinating Centre: Royal Hospital for Women, Sydney
Centres in Australia Currently

Recruiting:

*More collaborating centres needed*

Chief Investigator: Prof Sally Tracy, Prof  Associate Investigators: Prof Maralyn Foureur, Prof
Michael Chapman, Prof Michael Peek, Dr Pat Brodie, Prof Nicky Leap, Prof Jane Sandall
Mark Tracy, Prof Caroline Homer, A/Prof

Sue Kildea

Trial Contact:

Professor Sally Tracy PhD Student: Donna Hartz

Contact Details: Trial Email:
South Eastern Sydney and lllawarra Area  Sally.Tracy@SESIAHS.health.nsw.gov.au
Health

32


mailto:Sally.Tracy@SESIAHS.health.nsw.gov.au

MAP

Title: Managing Asthma in Pregnancy (MAP Study)
ACTRN12607000561482

Trial Question: Doesexhaled nitric oxide (FENO) guided asthma therapy and clinical guideline
guided asthma therapy in pregnant women with asthma reduce asthma exacerbations?

Treatment Groups: Asthma therapy adjusted according to exhaled nitric
oxide vs standard care
Trial Status: Currently recruiting

Single Centre

Recruitment Target: 210
Recruitment As At February 2010: 160
Coordinating Centre: John Hunter Hospital

Chief Investigator: Professor Peter Gibson

Trial Contact: Heather Powell

Contact Details: Trial Email:
HMRI Peter.Gibson@hnehealth.nsw.gov.au
Dept Respiratory & Sleep Medicine Heather.Powell@hnehealth.nsw.gov.au

John Hunter Hospital
Newcastle NSW 2300

Tel: + 61 2 4985 5664
Fax: +61 2 4985 5850
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MCV Study

Title: Moxibustion for cephalic version: a feasibility study.

ACTRN126900098528

Trial Question: What is the effectiveness and cost effectiveness of moxibustion for cephalic

version?

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Coordinating Centre:

Chief Investigator: Dr Caroline Smith

Trial Contact: Dr Caroline Smith

Contact Details:

Centre for Complementary Medicine
Research

University of Western Sydney
Building 5, Campbelltown Sydney
Locked Bag 1797

South Penrith DC NSW 1797

Tel: +61 2 4620 3777
Fax: +61 2 4620 3291

Use of moxa sticks with routine care and visits vs
routine care andvisits

Not yet recruiting

30

John Hunter Hospital

Trial Email:
caoline.smith@uws.edu.au

34


mailto:caroline.smith@uws.edu.au

MPG

Title: Metformin for the Prevention of Gestational Diabetes

ACTRN2610000157077

Trial Question : Would giving metformin from the second trimester of pregnancy to women who
had had previous gestational diabetes, prevent them from developing recurrent gestational

diabetes?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:

Recruitment Target:

Coordinating Centre:

Centres in Australia Currently
Recruiting:

Chief Investigators: A/Prof Bill Hague

Trial Contact:
Suzette Coat

Metformin vs Placebo

Not yet recruiting
Two sites in South Australia
No

SAZ7 1 i
Lyell McEwi

S5 >
—_—) =

Hospital

Trial Email:
bill.hague@adelaide.edu.au
suzette.coat@adelaide.edu.au
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Online cognitive behaviour therapy
(MoodGYM) for the prevention of
postnatal depression in atrisk
mothers: a randomised controlled trial

Title: Online cognitive behaviour therapy (MoodGYM) for the prevention of postnatal depression
in at-risk mothers: a randomised controlled trial

ACTRN12609001032246

Trial Questions: Is the MoodGYM program acceptable and effective for preventiong depression in
at-risk women in the postnatal period?

Treatment Groups: MoodGYM online program vs Health watch website
emails directing women to modules containing
general wellbeing information only

Trial Status: Not yet recruiting
Single Centre

Recruitment Target: 175

Centre for Mental Health Research, The Australian

Coordinating Centre: National University

Chief Investigator: Bethany Jones

Trial Contact: Bethany Jones

Contact Details: Trial Email:

The Australian National University bethany.jones@anu.edu.au
Building 63

Eggleston Road

Canberra ACT 0200

Tel: +61433 167 919
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OPRA

Title: A randomised controlled trial of outpatient cervical priming for induction of labour
ACTRN12608000249358

Trial Question: What are the advantages and disadvantages in allowing pregnant women to go
home to rest after commencement of induction of labour?

Treatment Groups: Outpatient management and monitoring vs inpatient
management and monitoring

Trial Status: Currently recruiting

Multi Centre:

Additional Centres Needed: No

Recruitment Target: 900

Recruitment As At February 2010: 400

Coordinating Centre: 7TTAT80 O #EEI AOAT 80 (1 ¢

g:z:ﬁsinig:Australia Currently Womends and Chil drenos

Flinders Medical Centre

Chief Investigator: Dr Chris Wilkinson Trial Coordinator: Ms Pamela Adelson

Trial Contact:
Dr Chris Wilkinson

Contact Details: Trial Email:

71T AT80 O #EEI AOAT 8 C pamela.adelson@gmail.com
72 King William Road

North Adelaide SA 5006

Mb: 0401 193 809
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OSCAR TRIAL

Title: Ondansetronto prevent shivering in women undergoing combined spinal epidural
anaesthesia for elective caesarean section.

ACTRN12603000445279

Trial Question: Doesthe prophylactic administration of ondansetron prior to regional anaesthesia
decrease shivering on women undergog elective caesarean section?

Treatment Groups: Ondansetron 8mg vs placebo

Trial Status: Currently recruiting

Single Centre

Recruitment Target: 120
Recruitment As At February 2010: 30
Coordinating Centre: Freemantle Hospital

Chief Investigator: Dr Roger Browning

Trial Contact:
Dr Roger Browning

Contact Details: Trial Email

Department of Anaesthesia& Pain roger.browning@health.wa.gov.au
Management

Freemantle Hospital

PO Box 480

Freemantle WAG6959

Tel: +61 8 9431 2551
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Outpatient Foley catheter vs inpatient
Prostin gel for induction of labour

Title: Outpatient Foley catheter vs inpatient Prostirgel for induction of labour
ACTRN12609000374268

Trial Question: Aims to compare clinical effectiveness, patient acceptability and safety of the use
of Foley catheter, in women requiring cervical ripening as part ahduction of labour.

Treatment Groups: Foley catheter in outpatient setting vs intravaginal
PGE2 gel in inpatient setting
Trial Status: Currently recruiting

Single Centre

Recruitment Target: 200
Recruitment As At February 2010: 26
Coordinating Centre: Royal Hospitalfor Women, NSW

Chief Investigator: Dr Amanda Henry

Trial Contact:
Dr Amanda Henry

Contact Details: Trial Email

Department of Materno-fetal Medicine amanda.henry@sesiahs.health.nsw.gov.au
Royal Hospital for Women

Barker Street

Randwick NSW 2031

Tel: +61 2 9382 6052
Fax: +612 9382 6706
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Oxytocin as an adjunct to interaction
coaching and baby massage to improve
bonding In early postpartum

Title: Oxytocinas an adjunct to interaction coaching and baby massage to improve bonding in the
early postpartum

ACTRN12609000483257

Trial Question: To assess any additional effects of oxytocins delivered alongside interaction
coaching and massage in improve maternéehaviour towards the infant.

Treatment Groups: Mothers receive oxytovin via nasal spray vs
placebo
Trial Status: Currently recruiting

Single Centre
Recruitment Target: 100
Recruitment As At February 2010:

Coordinating Centre: The University of New South Wales

Chief Investigator: Rebecca McErlean

Trial Contact:
Rebecca McErlean

Contact Details: Trial Email

School of Bychology rmcerlean@psy.unsw.edu.au
University of New South Wales

Kensington NSW 2052

Tel: +61 2 9385 3828
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Perinatal treatment of depression

Title: Perinatal treatment of depression
ACTRN12609000831280

Trial Question: Does weaning of antidepressant medication before birth and restarting one week
postpartum influence maternal and infant outcomes?

Treatment Groups: Weaning of antidepressant medication between 35
and 37 weeks of pregnancy and restarting at one
week postpartum vs continuing antidepressants

medication.
Trial Status: Not yet recruiting
Single Centre
Recruitment Target: 300
Coordinating Centre: Royal Brisbane Hospital
Chief Investigator: Dr Sally Matheson
Trial Contact:
Dr Sally Matheson
Contact Details: Trial Email
Royal Brisbane Hospital Sally_Matheson@health.gld.gov.au

Butterfield St
Herston QLD 4006

Tel: +61 7 3636 2505
Fax: +61 7 3636.2511
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PLUTO

Title: Percutaneous Shunting for lowefurinary tract obstruction

ISRCTN53328556

Trial Question: Doesintrauterine vesico-amniotic shunting for fetal bladder outflow obstruction,
care improve prenatal and perinatal mortality and renal function comparedwith conservative, non

interventional

Treatment Groups:
Trial Status:
Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Trial Office

Australian Collaborating Centre:

Local Investigator s:

WCH: Dr Chris Wilkinson, Dr Peter Muller,
ProfessorJodie Dodd, Professor Caroline

Crowther

Trial Contact:
Prof Mark Kilby

Contact Details:
University of Birmingham
Department of Fetal Medicine

"EOI ET CEAT 711 ATG&

Metchley Park Road
Birmingham B15 2TG
United Kingdom

Tel: +44 (0)121 627 2775
Fax:+44 (0) 121 415 4837

Fetal vesiceamniotic shunt vs no shunt

Currently recruiting

18 centres across UK. 3 centres internationally
Adelaide, Hong Kong, Dublin

Yes

200

24

The Clinical Trials Unit,University of Birmingham
71T AT60 AT A #EEI AOAT 8O
Australia

Trial Coordinator: Ms Pamela Adelson

Trial Email:
m.d.kilby@bham.ac.uk

( Trial Website:

http://www.pluto.bham.ac.uk
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PneuMum

Title: A randomisedcontrolled trial of pneumococcal polysaccharide vaccination for Aboriginal

and Torres Strait Islander mothers to protect their babies from ear disease

NCT00310349 NHMRC 490320

Trial Question: Does pneumococcal vaccination for Australian Indigenous mugrs, in the last few
months of pregnancy or at birth, prevent ear disease in infants?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Centres in Australia Currently
Recruiting:

Chief Investigator s: Ross Andrews,
Jonathan CarapetisAmanda Leach, Peter
Morris, Mimi Tang, Paul Torzillo

Trial Contact:

Jane Nelson

Study Coordinator

Contact Details:

Menzies School of Health Research
PO Box 41096

CasuarinaNT 0811

Tel: +61 (0)8 8922 7668
Fax: +61 (0)8 8922 7876

Pneumovax in the last few months of pregnancy vs
Pneumovax given to mother at birth vs Pneumovax
offered to the mother when baby is 7 months (baby
still gets all the vaccines normally recommended at

2, 4 and 6 months)
Currently recruiting

Northern Territory
No
210
197

Menzies School of Health Research

NT z Royal Darwin Hospital,
Tiwi Islands,

Oenpelli,

Jabiru

Alice $rings.

Trial Email:
ross.andrews@menzies.edu.au
jane.nelson@menzies.edu.au

Trial Website:
www.menzies.edu.au
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Post partum hypertension riskafter
non-steroidal analgesic use (excluding
paracetamol)

Title: Post partum risk of hypertension after nonsteroidal analgesic use (excluding paracetamol)

Trial Question: Do newly used antiinflammatory drugs have an adverse effect on maternal blood
pressure?

Treatment Groups: Non-steroidal treatment vs placebo.

Trial Status: Currently recruiting
Single Centre
Recruitment Target: 284

Recruitment As At February 2010: 200

Royal Prince Alfred Hospital NSW

Coordinating Centre: Campbelltown Hospital, NSW

Steering Committee: Trial Coordinator: Prof Annemarie Hennessy
Prof Annemarie Hennessy

Trial Contact: Prof AnnemarieHennessy

Contact Details: Trial Email:
University of Western Sydney annemarie.hennessy@email.cs.nsw.gov.au
Campbelltown NSW 2560

Tel: +61 2 9852 4672
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PPROMT

Title: Immediate delivery vsexpectant care in women with preterm prelabour rupture of the
membranes close to terny A randomised clinical trial

ISRCTN44485060

Trial Question: Does early planned delivery of women with PPROM close to term result in less
neonatal and maternal morbidity and fewer economic costs compared with expectant
management?

Treatment Groups: Immediate delivery (within 24 hours) vs expectant
management
Trial Status: Currently recruiting
Multi Centre: Australia, NZ, UK, South Africa, Brazil, Argentina, Egypt,
Poland, Romania, Norway.
Additional Centres Needed: Yes
Recruitment Target: 1812
Recruitment As At February 2010: 756
Coordinating Centre: Dept of Obstetrics & Gynaecology, Royal North Shore
Hospital
Centres Currently Recruiting: ACT- The Canberra Hospital: 1D-2T UAI 210 AT 86
In Australia and New Zealand NSW- Royal North Shore QLD- . 0
Hospital: Mackay Base Hospital;
Nepean ’Hospital' lpswich Hospital;
*More collaborating centres 20! 71 i&Babied H A O.A_O -1 OEAOOG (
o ospital;
needed* Hospital,

Caboolture Hospital;

The Townsville Hospital;

Gold Coast Hospital:

vic-21T UAT 711 AT80
Monash Medical Centre:

TAS- Launceston Hospital;

North Western Regional Hospital:
WA - King Edward Memorial
Hospital:

NZ - Middlemore Hospital;

Westmead Hospital,
Hornsby Kuring-gai Hospital;
St George Hospital;
Wollongong Hospital;
John Hunter Hospital;
Liverpool Hospital,
Gosford Hospital;
Port Macquarie Hospital;
Royal Hospital for Women,
Campbelltown Hospital, )
Sutherland Hospital: o gﬁl:ézﬁtm's\lp?tr;? Hospital
SA7TITATBO QO #EE b e OAEBOAE 71 I
Hospital:

Coordinating Committee: Trial Coordinator: Ms Kate Levett

Prof Jonathan Morris, A/Prof Christine

Roberts, Prof Caroline Crowther, Prof

David HendersonrSmart

Trial Contact: Prof Jonathan Morris

Contact Details: Trial Website: http://www.wombatcollaboration.net/
Dept Obstetrics & Gynaecology doc/InfoSheet PPROMT_0307.pdf

University of Sydney

Level 2, Building 52 Trial Email: /
Royal North Shore Hospital ppromt@med.usyd.edu.au K
Pacific Hwy > :

St Leonards NSW 2065
Tel: +61 2 9926 6541
Fax: +61 2 9906 6742 <
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Prediction of normal vaginal delivery

Title: Prediction of normal vaginal delivery
PT0547

Trial Question: What is the effect of test disclosure of a novel antenatal test determining the
likelihood of normal vaginal delivery?
Treatment Groups: Disclosure vs nondisclosure

Trial Status: Currently recruiting

Single Centre

Recruitment Target: 1000
Recruitment As At February 2010: 500
Coordinating Centre: Nepean Hospital

Chief Investigator: Prof Hans Peter Dietz

Trial Contact: Prof Hans Peter Dietz

Contact Details: Trial Email
hpdietz@bigpond.com

Tel: +61 2 4734 1809
Fax:+61 2 47343485
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PROGRESS

Title: Progesterone after previous preterm birth for the prevention of neonatal respiratory
distress syndrome

ISRCTN20269066; NHMRC207744; NCT00097110

Trial Question: Does vaginal progesterone therapy in women with a previous spontaneous
preterm birth reduce the risk of neonatal respiratory distress syndrome in the subsequent
pregnancy?

Treatment Groups: Vaginal progesterone pessaries vs vaginal plabo pessaries.
Trial Status: Currently recruiting

Multi Centre: Australia, New Zealand, Canada

Additional Centres Needed: Yes

Recruitment Target: 984

Recruitment As At February 2010: 522

Coordinating Centre: Discipline of Obstetrics andGynaecology, The University of

Adelaide
Centres Currently NSWz Fairfield Hospital ACT - The Canberra Hospital:
Recruiting: John Hunter Hospital, SA- Gawler Hospital;
In Australia and New St George Hospital; Lyell McEwin Hospital;
Zealand Nepean Hospital; The Queen Elizabeth Hospital;
Royal North Shore Hospital; 711 AT60 O #bili AOAT
Sydney Adventist Hospital; Liverpool Flinders MedicalCentre;
Hospital; Modbury Hospital
Westmead Hospital; VIC - Mercy Hospital for Women;
Royal Hospital for Women Monash Medical Centre;
QLD- Ipswich Hospital; 21T UAT 71T 1T AT860 (1 OE
Logan Hospital; Goulburn Valley Health:
-AOAO -1T OEAOOGS (1 CNT-Royal Darwin Hospital
Redcliffe Hospital; TAS- Launceston General Hospital:
Caboolture Hospital; NZ-# EOEOOAEOOAE 711
The Townsville Hospital; Rockhampton 7 AT 1 ET ¢cOT 1 711 AT16¢C
Hospital; Auckland City Hospital;
Mater Hospital Mackay, Middlemore Hospital,
Gold Coast Hospital Waikato Hospital,
Hervey Bay Hospital Dunedin Hospital:
21 UAT " OEOAAT A Q 7 Canadaz Mt Sinai, Toronto

Steering Committee: Prof Caroline Crowther, Trial Coordinator: Ms Pat Ashwood
Dr Jodie Dodd, Dr Andrew McPhee, Ms Vicky

Flenady, Emeritus Prof Jeffrey Robinson

Trial Contact: Professor Caroline Crowther

Contact Details: Trial Website: http://www.health.adelaide.edu.au/o
ARCH a/research/mpctu.html#progress

(Australian ResearchCentre for Health of Women

and Babies) http://wombatcollaboration.net/modules.php?name=Cont
Discipline of Obstetrics & Gynaecology ent&pa

The University of Adelaide =showpage&pid=25

7T T AT80 O #EEI AOAT 80 (1
72 King William Road
North Adelaide SA 5006 Trial Email:

progress@adelaide.edu.au

Tel: +61 8 8161 7767
Fax: +61 8 8161 7652 P R @ G RE S S
47



mailto:progress@adelaide.edu.au

SWITCh

Title: A randomised, controlled trial of a single versus a four intradermal sterile water injection
technique for relief of continuous lower back pain during labour.

Trial Question: Is administration of the single needle sterile water injection technique no worse
(or non-inferior) to the usual4 injection sterile water injection method in reducing continuous

lower back pain experienced during labour?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Coordinating Centre:

Centres in Australia Currently
Recruiting:

Chief Investigator :
Mr Nigel Lee

Trial Contact:
Mr Nigel Lee

Contact Details:

- AOAO -1 OEAOCB8O 2A0AA
, AOAT ¢ 10A00A060 "C
Annerley Rd

WoolloongabbaQLD 4102

4 needlevs single sterile water injection method.

Currently recruiting

319

39
-AOAO -1 OGEAO
Services

Mater Mot heQLDs Hospital
Royal Brisbane a,@QiD Wo me

O 2A0AAOAE

Qu

Trial Email:
Nigel.Lee@mater.org.au
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The transversus abdominis plane block,
performed by anultrasound or
landmark technique, as part of the
multimodal analgesic regimen for post
caesarean analgesia

Trial Question: What is the efficacy of post operative analgesia provided by the transversus
abdominis (TAP) block for woman undergoing caesarearestion (CS) and how does analgesic
efficacy and complications associated with the TAP block differ when it is performed using either
an ultrasound guided approach or with a technique based on palpable landmarks

Treatment Groups: Women having elective C8nder combined spinal epidural (CSE) anaesthesia
randomised to the following groups: Ultrasound guided TAP block with intrathecal morphine and
placebo TAP OR intrathecal placebo and active TAP OR intrathecal morphine and active TAP;
landmark guided TAP bbck with intrathecal morphine and placebo TAP OR intrathecal placebo and
active TAP OR intrathecal morphine and active TAP

Trial Status: Not yetrecruiting
Single Centre
Recruitment Target: 210

Coordinating Centre: King Edward MemorialHospital for Women, Perth

Chief Investigators: Dr Nolan McDonnell,
Professor Michael Paech

Trial Contact: Dr Nolan McDonnell

Contact Details: Trial Email:

Dept of Anaesthetics and Pain Medicine nolan.mcdonnell@health.wa.gov.au
King Edward Memorial Hospital for Women

374 Bagot Road

Subiaco WA 6008

Tel: +61 8 9340 2250
Fax: + 61 8 9340 2260
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TBS

Title: Twin Birth Study

ACTRN12606000267550; PT0540; ISRCTN74420086.

Trial Question: Which is better for twins when twin A is cephalic and 32838 weeks gestation,
planned vaginal birth or planned caesarean section?

Treatment Groups:

Trial Status:
Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Coordinating Centre:

Centres in Australia Currently
Recruiting:

*More collaborating centres needed*

Chief Investigator : Dr Jon Barrett, Canada

Trial Contact:
Ms Dalah Mason

Contact Details:

Maternal, Infant and Reproductive Health
Research Unit

790 Bay Street, 7th floor

Toronto ONTARIO CANADA

M5G 1N8

Tel: +1-416-351-2533
Fax: +3416-351-3771

Planned vaginal birth vs planned caesarean section

Currently recruiting

Argentina, Brazil, Canada, Poland, Israel, Egypt,
Australia, Chile, UK, The Netherlands, USA, Estonia
Jamaica, Spain, Jordan, Hungary, Serbia, Romania,
Belgium, Germany, Croatia, Greece.

Yes
2800

2272

Maternal, Infant and Reproductive Health Research
Unit, University of Toronto, Canada

QLD -Mat er Mot hersdé Hospi!
Ipswich Hospital

Logan Hospital

Toowoomba Base Hospital

Townsville Hospitha

SAiWomends & Chil drenods
VIC - Monash Medical Centre

NSW - St George Hospital

Trial Coordinator : Ms Dalah Mason

Trial Email:

tbs@sw.ca

Trial Website:
www.utoronto.ca/miru/tbs

&fud‘}
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The COMMAND Trial

Title: Parecoxib, celecoxib and paracetamol for pain management following caesarean delivery.
ACTRN126090001041246

Trial Question: What is the quality of postoperative pain reliefmeasured by epidural pethidine
consumption provided by multimodal postoperative analgesic regimens?

Treatment Groups: 1 z placebo
VS
2 7 COX2 inhibitor
VS
3 z paracetamol
VS
4 7 COX2 inhibitors plus paracetamol

In addition to

Patient controlled epidural analgesia (PCEA) with
pethidine for all women

Trial Status: Recruitment commencing 22 February 2010
Single Centre
Recruitment Target: 120

Coordinating Centre: King Edward Memorial Hospital for Women

Chief Investigator: Dr Michael Paech

Trial contact: Dr Michael Paech

Contact Details: Trial Email:

Dept of Anaesthesia & Pain Medicine michael.paech@health.wa.gov.au
King Edward Memorial Hospital for Women

BagotRoad

SubiacoWA 6008

Tel: +61 8 9340 2222
Fax: +61 8 9340 2260
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The POPOUT Study

Title: Persistent OccipitePosterior: Outcomes following digital rotation
ACTRN126090000985280

Trial Question: Doesmanual rotation to occipito-posterior position reduce the operative birth
rates (forceps, ventouse, caesarean)?

Treatment Groups: Digital rotation vs standard care

Trial Status: Not yet recruiting

Single Centre

Recruitment Target: 254

Coordinating Centre: Royal Prince Alfred Hospital NSW

Chief Investigator: Hala Phipps

Trial contact: Hala Phigos

Contact Details: Trial Email:

Building 89, Level 5 East hala.phipps@email.cs.nsw.gov.au
C/- RPA Women andBabies

Royal Prince Alfred Hospital

Missenden Road

Camperdown NSW 2050

Tel: +61 2 9515 6079
Fax: +61 2 9565 1595
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TIPPS

Title: Thrombophilia in Pregnang/ Prophylaxis Study: a multicentre, multinational randomised
controlled trial of prophylactic low molecular weight heparin in high-risk pregnant thrombophilic

women

ISRCTN87441504; ACTRN12608000446369

Trial Question: Would a blood thinner (dalteparin) given through pregnancy prevent pregnancy

complications?

Treatment Groups:

Trial Status:
Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Coordinating Centre:

Centres in Australia Currently Recruiting:

*More collaborating centres needed*

Chief Investigator : Dr Marc Rodger
(Canada)

Australian Principal Investigator :
A/Prof Bill Hague
Australian Trial Contact:

Dr Bill Hague(bill.hague @adelaide.edu.au
Suzette Coafsuzette.coat@adelaide.edu.gu

Contact Details:
The Ottawa Hospital
General Campus
501 Smyth Road
Ottawa

Canada K1H 8L6

Dalteparin vs no treatment

Currently recruiting

Currently 26 active sites in Canada, USA, UK and
Australia

Yes
385

254

Ottawa Health Research Institute, The Ottawa
Hospital, Canada

SA-Women&$si &drends Hospi
VIC-The Royal Womenoés: Ho:
NSW i Royal North Shore Hospital, Sydney;

Royal Hospital for Women, Sydney;

Nepean Hospital:

WA i King Edward Memorial Hospital.

Australian Coordinator : Suzette Coat

Canadian Trial contact: Anne Marie Clement-
Coordinator

Trial Email:
amclement@ohri.ca

Trial Website:
http://www.healthypregnancy.ca
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TWINS

Title: Timing of Birth at Term Trial
ISRCTN15761056
Trial Question: For women with a twin pregnancy: Is elective timing of birth at 37 weeks

gestation associated with a reduction in serious adverse outcome for the infant, defined as one or
more of stillbirth, neonatal death or significant infant morbidity?

Treatment Gro ups: Elective birth at 37 weeks gestation vs standard care

Trial Status: Currently recruiting

Multi Centre: Australia and Italy

Additional Centres Needed: No

Recruitment Target: 576

Recruitment As At February 2010: 216

Coordinating Centre: Discipline of Obstetrics and Gynaecology, The
University of Adelaide

Centres in Australia and New Zealand New ZealandAuckland City Hospital

Currently Recruiting: QLD - Caboolture Hospital,

Redcliffe Hospital,
Mater Mother's HospitaBrisbane
Mackay Base Hospital,
Toowoomba Hospital,
Townsville Hospital,
Logan Hospital
NSW - John Hunter Hospital,
Nepean Hospital
VIC-Royal Womenés Hospita
SA - Lyell McEwin Hospital, Modbury Hospital,
Women's and Children's Hospital, Adelaide,
The Queen Elizabeth Hospital
NT i Alice Springs Hospital.
Chief Investigator s: ) ,
Prof Jodie DoddProf Caroline Crowther, Trial Coordinator: Ms Andrea Deussen
Dr Andrew McPhee
Trial Contact:
Prof Jodie Dodd

Contact Details: Trial Email:

ARCH twins@adelaide.edu.au

(Australian ResearchCentre for Health of

Women and Babies) Trial Website:

Discipline of Obstetrics & Gynaecology http://www.health.adelaide.edu.au/og/
The University of Adelaide research/mpctu.html#twins

7T TAT80 O #EEI AOAT &6
72 King William Road
North Adelaide SA 5006

Tel: +61 8 8161 7657
Fax: +61 881617652
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WEAVE

Title: 711 AT80 %OAI OAOCET 1T 1T &£ ' AODOA A1 Alusterkandoised A # A
controlled trial

ACTRN12608000032358

Trial Question: Does a general practice intervention involving screening for partner abuse,
training for GPs and a brief counselling intervention for women who experience partner abuse .
improvewomel 8 O OAZAOUh NOAI EOU T &£ T EEA AT A 1 AT OAl E

Treatment Groups: General practice intervention vs usual care

Trial Status: Currently recruiting

Single Centre

Recruitment Target: 40 GPs; screen 16000 women; recruit 230 women

Recruitment As At February 2010: \?\/Acf) rﬁgs 13000 women screened; 150 participating

Coordinating Centre: Department of General Practice, University of
Melbourne

Chief Investigators: Associate Professor  Associate Investigators: Ms Lisa Gold, Ms Patty
Kelsey Hegarty Professor Jane Gunn, Dr  Chondros, Profesor Ann Taket, Dr David Pierce,
Angela Taft, Professor Gene Feder, Ms Rhian Parker, Dr Sandra Eldridge.

Professor Jill Astbury, Associate Professor

Stephanie Brown

TrailContact:$O , 1 OT A * AT A

Contact Details: Trial Email:

Department of General Medicine weave-team@unimelb.edu.au
The University of Melbourne

200 Berkeley Street Trial Website:

Carlton Vic 3053 www.weave.unimelb.edu.au

Tel: + 61 3 8344 3369
Fax: + 61 3 9347 6136
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Neonatal Trials




A comparison of axillaryand tympanic
temperature recording in the preterm
and term infant

Title: A comparison of axillary and tympanic temperature recording in the preterm and term
infant

ACTRN12608000213347

Trial Question: ! AAOOAAU ET OAIi PAOAOOOA OAEET ¢ OOET ¢ Ox

thermometer.

Treatment Groups: Tympanic thermometer vs electronic and digital
thermometers

Trial Status: Currently recruiting

Single Centre

Recruitment Target: 150

Recruitment As At February 2010: 122

Coordinating Centre: The Townsville Hospital, QId.

Chief Investigator : Dr Gary Alcock

Trial Contact: Ms Jacqueline Smith

Contact Details: Trial Email:

The Townsville Hospital Jacquelinej_smith@health.qgld.gov.au

Angus Smith Drive
Douglas TSV QId 4814

Tel: + 61 7 4796 3472

57


mailto:Jacquelinej_smith@health.qld.gov.au

A Family tobacco control program to
reduce respiratory illness in Indigenous
iInfants

Title: A Familytobacco control program to reduce respiratory illness in Indigenous infants
ACTRN12609000397213

Trial Question : Doesan Indigenous-led family-centred tobacco control program about
environmental tobacco smoke improve the respiratory health of Indigenous infants?

Treatment Groups: Three face to face home visits by Indigenous Health
Workers in the first three months of theE T £AT O
vs usual care through community health provider.

Trial Status: Currently recruiting

Multi Centre: Australia and New Zealand

Additional Centres Needed: No

Recruitment Target: 420

Recruitment As At February 2010: 13

Coordinating Centre: Menzies School oHealth Research, Casuarina, NT
Centres in Australia and New Zealand NT- Menzies School of Health Research through
Currently Recruiting: Royal Darwin Hospital

Danila Dilba Medical Service

Bagot CommunityMedical Service

Darwin Community Care Cenres

NZ- The University of Auckland, Clinical Trials
Research Unjthrough

Middlemore Hospital

Community Midwifery Services

Turiki Health Care

Chief Investigators: Dr Vanessa Johnston
(Australia) and Dr NatalieWalker
(Auckland)

Trial Contact:
Dr Vanessa Johnston

Contact Details: Trial Email:

Menzies School of Health Research vanessa.johnston@menzies.edu.au
PO Box 41096

Casuarina NT 0811

Tel: +61 8 8922 7968
Fax: +61 8 8927 5187
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APTS

Title: Australian Placental Transfusion Study

NHMRC571309

Trial Question: Should very premature babies receive a placental transfusion at birth?

Treatment Groups:

Trial Status:
Multi Centre:
Additional Centres Needed:

Recruitment Target:
Recruitment As At February 2010:

Coordinating Centre:

Centres in Australia Currently Recruiting:

*More collaborating centres needed*

Chief Investigator :Professor William
Tarnow-Mordi

Trial Contact:
Dr Lucille Sebastian

Contact Details:

Australian Placental Transfusion Study
NHMRC Clinical Trials Centre

Locked Bag 77

Camperdown NSW 1450

Tel: + 61 2 9562 5335
Fax: +61 2 9565 1863

Autologous placental transfusionvs standard early
cord clamping

Not yet recruiting

Yes

1400

Pilot study phase (3 sites)
Target: 100 currently 23 participants enrolled. Hope
to finish pilot by end of 2010

The University of SydneyNSW

Trial Email:
Isebastian@ctc.usyd.edu.au

inis@ctc.usyd.edu.au

apts@ctc.usyd.edu.au
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A study of aminophylline for infants
less than 12 months of age with
bronchiolitis, requiring admission to

Intensive care

Title: A study of aminophylline for infants less than 12 months of age with bronchiolitis, requiring

admission to intensive care

ACTRN12608000608369

Trial Question: Is aminophylline superior to placebo in reducing the duration of ventilator
support in infants less than 12 months of age?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Centres in Australia Currently
Recruiting:

*More collaborating centres needed*

Chief Investigator: Prof Frank Shann

Trial Contact:

Carmel Delzoppo

Contact Details:

21 UAT # HespitAlOAT 8 O
50 Flemington Road

Parkville Vic 3052

Tel: +61 3 9345 4766
Fax: +61 3 9345 6239

Aminophylline as a continuous infusion for 72 hours
vs placebo

Currently recruiting

Australia and New Zealand

Yes
274
43
21T UAl #EEI AOAT 60 (1 OPEO,
VIC: Roy al Chil drenbés Hosp

QLD: Roy all Chil drends Hos¢g
Mater Hospital Brisbane

WA: Princess Margaret Hospital Perth

NZ:Starshp Chi |l drenbés Hospit
Middlemore HospitalAuckland

Trial Email:
Carmel.delzoppo@rch.org.au
frank.shann@rch.org.au
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BOOST Il

Title: BOOST II: Benefits Of Oxygen Saturation Targeting Study

ACTRN12605000055606; NHMRC352386

Trial Question: Which oxygen saturation level should we use for very premature infants?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:
Coordinating Centre:

Centres in Australia Currently
Recruiting:

*More collaborating centres needed*

Steering Committee: Prof William
Tarnow-Mordi, Prof Colin Morley,

Prof Lex Doyle Prof Peter Davis, Prof

Brian Darlow, Dr Lisa Askie Prof
John Simes, Dr Wendy Hague
Trial Contact: Alpana Ghadge
Contact Details:

NHMRC Clinical Trials Centre
Locked Bag 77

8-10 Mallett Street
CamperdownNSW 2050

Tel: +61 2 9562 5000
Fax: +61 2 9565 1863

Lower oxygen saturation (85%89%) vs higher oxygen
saturation (91%-95%)

Currently recruiting

Australia and New Zealand

Yes

Australia: 1200; New Zealand: 32(tompleted)

Australia 925; NewZealand: (completed)

NHMRC Clinical Trials Centre Australia,
Christchurch Hospitalz New Zealand

Australia: ACT i Canberra Hospital:

NSW' Westmead Hospital,

Royal North Shore Hospital,

Liverpool Hospital,

John Hunter Hospital,

Royal Prince Alfred Hospital,

Nepean Hospital,

Royal Hospital for Women:

SAT Flinders Medical Centre,

Womends & Childrendés Hospi't
WA - King Edward Memorial Hospital:

VIC i Mercy Hospital for Women

Monash Medical Centre.

QLDiT Royal Brisbane and Wome
Mater Mothersd Hospital

New Zealand-Nat i on al Hodpitahe n 6 s
Christchurch Womends Hospi't
Dunedin Hospital,

Middlemore Hospital,

Wel lington Womends Hospital

Trial Email:
boost2@ctc.usyd.edu.au

Trial Website:
http://www.ctc.usyd.edu.au/Boostll/main_body/Home.htm
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CPAP

Title: Continuous positive airway pressurg(CPAP) weaning trial

ACTRN12606000155594

Trial Question: What is themost efficient method in weaning babies less than 30 weeks

gestational age "OFF" CPAP

Treatment Groups: This trial will look at 3 methods of weaning CPAP.
Method 1. When the baby &s reached the stability criteria they will be taken OFF CPAP totally and

remain in crib air/oxygen.

Method 2. When the baby has reached the stability criteria they will be gradually weaned by giving
extending periods of time OFF & fixed (Gour) periods ON CPAP.

Method 3. When the baby has reached the stability criteria they will be gradually weaned by giving
extending periods of time OFF & fixed (6 hour) periods ON (as in method 2) but they will have
supplemental air or oxygen via a 2 mm nasal cannula @5 L/min when OFF.

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Centres in Australia Currently
Recruiting:

*More collaborating centres needed*

Chief Investigator s: Dr David Todd,
Dr Chetan Pandit

Trial Contact:
Dr David Todd,Margaret Broom

Contact Details:

Newborn Intensive Care Unit (NICU)
The Canberra Hospital

PO Box 11

Woden ACT 2606

Australia

Tel: +61 2 6244 4056
Fax: +61 2 6244 3112
Mob: 0409 891 688

Currently recruiting

Yes
488

182

Centre for Newborn Care (CNC), Canberra Hospital,
ACT

ACT - Canberra Hospital

NSW - Westmead Hospital

QLD 1 Royal Brisbane Hospital.

Trial Email:
david.todd@act.gov.au
margaret.oroom@act.gov.au
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DETECT

Title: Ductal Echocardiographic Targeting and Early Closure Trial

ACTRN12608000295347

Trial Question: Does selection and early treatment of a subgroup of preterm infants, with a high
likelihood of a persisting ductus arteriosus based on an early ultrasound demonstrating failure of
early ductal constriction, improve medium term nursery outcomes.

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Centres in Australia Currently
Recruiting:

*More collaborating centres needed*

Chief Investigator:
Assoc ProfMartin Kluckow

Trial Contact:
Assoc Prof Martin Kluckow

Contact Details:
Royal North Shore Hospital
St LeonardsNSW 2065

Tel: +61 2 9926 7509

Early targeted indomethacin vs placebo

Currently recruiting

Three Australian centres participating
Yes

370

140

Royal North Shore Hospital, Sydney

RoyalNorth Shore Hospital, Sydney
Royal Prince Alfred HospitaSydney
King Edward Memorial Hospital, Perth

Trial Email:
mkluckow@med.usyd.edu.au
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Efficacy and safety of SMOFlipid
compared with Clinoleic in preterm
(<30weeks) neonatesz a randomised
controlled trial

Title: Efficacy and safety of SMOFIlipid compared with Clinoleic in preterm @weeks) neonates
a randomised controlled trial

ACTRN12609001017213

Trial Question: To test the safety and efficacy of new fish oil based intravenous fat emulsion to
traditional olive oil based intravenous fat emulsion, in preterm neonates (<3Weeks).

Treatment Groups: SMOFlipid intravenous lipid emulsion vs Clinoleic
intravenous lipid emulsion.
Trial Status: Currently recruiting

Single Centre

Recruitment Target: 30
Recruitment As At February 2010: 4
Coordinating Centre: King Edward Memorial Hospital for Women

Chief Investigator: Dr Girish Deshpande

Trial Contact: Dr Girish Deshpande

Contact Details: Trial Email:

Department of Neonatal Paediatrics drgirishdeshpande@gmail.com
King Edward Memorial Hospital for Women

374 Bagot Rd

Subiaco WAG008

Tel: + 61 8 9340 2222
Fax: + 61 8 9340 1262
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Efficacy and safety of a novel fish oll
based lipid emulsion (SMOFIipid)
compared with olive olil based lipid
emulsion (Clinoleic) in neonates >34
weeks

Title: Efficacy and safety of a novel fish oil based lipid emulsion (SMOFlipid emulsion (Clinoleic) in
neonates >34 weeks.

ACTRN12609000337279

Trial Question: To compareeffect of new fish oil based intraverous fatemulsion with olive oll
emulsionin term and near term neonates on LAPUFA levels

Treatment Groups: SMOFlipid intravenous lipid emulsion vs Clinoleic
intravenous lipid emulsion
Trial Status: Currently recruiting

Single Centre

Recruitment Target: 40
Recruitment As At February 2010: 12
Coordinating Centre: Princess Margret Hospital for Children

Chief Investigator: Dr Girish Deshpande

Trial Contact: Dr Girish Deshpande

Contact Details: Trial Email:

Department of Neonatal Paediatrics girish.deshpande@health.wa.gov.au
Princess Margaret Hospital for Children

Roberts Road

Subiaco WA 6008

Tel +61 8 9340 8222
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GAS Study

Title: A multi-site randomised controlled trial comparing bupivacaine (regional) anaesthesia
versus sevoflurane (general) anaesthesia for effects on neurodevelopmental outcome and apnoea
in infants scheduled for unilateral or bilateral inguinal hernia repair

ACTRNO012606000441516

Trial Question: Do different types of anaesthesia given to infants undergoing inguinal hernia
repair result in equivalent neurodevelopmenal outcomes?

Treatment Groups: General anaesthesia (sevoflurane) vegional
anaesthesia (either: spinal block alone, spinal and
caudal block, spinal and ilioinguinal block, caudal

block alone)

Trial Status: Currently recruiting

Multi Centre: National and International.

Additional Centres Needed: Yes

Recruitment Target: 660

Recruitment As At February 2010: 253

Coordinating Centre: $APAOCOI AT O T &£ T AAOGOEAOI
Hospital

Centres Currently Recruiting: SA-Womends and Ch iAdekidee n 6 <
VIC-RoyalChi | dr en aelbodroes pi t al

Monash Medical Centr&Jelbourne
WA - Princess Margaret Hospitderth
*More collaborating centres needed*
International Centres
Montreal Chil drends Hosj
Gaslini Hospital, Genoa, Italy.
Royal Hospital for Sick Children Glasgow UK;
Childreb s Hospit al Boston U

Steering Committee: Chair. Paul Myles
(Melbourne), David Bellinger (Boston),
Charles Berde (Boston), John Carlin
(Melbourne), Andrew Davidson
(Melbourne), Rod Hunt (Melbourne), Mary
Ellen McCann (Boston), NeiMorton
(Glasgow), Neil McIntosh (Edinburgh), Kate
Leslie (Melbourne), Andy Wolf (Bristol)

Trial Contact: Suzette Sheppard

Contact Details: Trial Email:

Department of Anaesthesia suzette.sheppard@mcri.edu.au
2T UAl #EEI AOAT 680 (1 Candrew.davidson@rch.org.au
Flemington Road

Parkville Vic 3052

Tel: +61 3 9345 5233
Fax: +61 39345 6003
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HIPERSPACE

Title: High-flow nasal cannulae as poséxtubation respiratory support in premature infants: a
continuous positive airway pressure equivalent

ACTRN1261000016077

Trial Question : What is the failure rate of high flow nasal cannulae (HFNC) compared with nasal
continuous positive airway pressure (CPAP) fopost-extubation respiratory support in preterm
infants (24-32 weeks)?

Treatment Groups: High-flow nasal cannulae (HFNC) v standard
treatment
Trial Status: Not yet recruiting

Single Centre
Recruitment Target: 300
Coordinating Centre: 2T UAl 711 AT860 (1 OPEOAI h

Chief Investigator s:
Prof Peter Davis, Dr Brett Manley

Trial Contact: Dr Brett Manley

Contact Details: Trial Email:

Department of Newborn Research brett. manley@thewomens.org.au
, AOAT xh 2T UAT 7711 A1

20 Flemington Road

Parkville VIC 3052

Tel: +61 3 8345 3766
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Humidity in incubators for preterm
iInfants

Title : Humidity in incubators for preterm infants

PTOX41

Trial Question : What is the optimal level and duration of incubator humidity in the management
of preterm infants? What are the effects of humidification on clinically importanbutcomes?

Treatment Groups:

Trial Status: Not yet recruiting
Single Centre
Recruitment Target:

Coordinating Centre:

Chief Investigators:
Lynn Sinclair, John Sinn

Trial Contact: Lynn Sinclair

Contact Details: Trial Email:

Lynn Sinclair lynn_sinclair@wsahs.nsw.gov.au
Tel: +61 2 9845 8702

John Sinn
Tel: + 61 29845 8748
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Immunogenicity and safety of acellular
pertussis vaccine at birth

Title: Immunogenicity and safety of acellular pertussis vaccine at birth
ACTRN12609000905268

Trial Question: Are babies better protected if given the pertussis vaccine earlier than 6 weeks old?

Treatment Groups: Pertussis and hepatitis vaccine vs hepatitis vaccine,
shortly after birth
Trial Status: Not yetrecruiting

Single Centre

Recruitment Target: 400
Coordinating Centre: Royal Alexandra Hospital for Children, Westmead
NSW

Chief Investigator: Dr Nicholas Wood

Trial Contact: Dr Nicholas Wood

Contact Details: Trial Email:

The# EET AOAT 68O (1 OPE O/ Nicholw3@chw.edu.au
NCIRS Locked Bag 4001

Westmead NSW 2145

Tel: +61 2 9845 1433

Fax: +61 2 9845 1418
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PANTS

Title: The safety and efficacy of a locally availabjgobiotic in premature infants.

ACTN12609000374268

Trial Question: Investigating effects of a locally available probiotic on gut colonisation and

perinatal death.

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Coordinating Centre:

Chief Investigator: A/Prof Sanjay Patole

Trial Contact: A/Prof Sanjay Patole

Contact Details:

Neonatal Paediatrics

King Edward Memorial Hospital
374 Bagot Road

Subiaco WA 6008

Tel: +61 8 9340 1260

Probiotic product vs placebo

Not yet recruiting

230
King Edward Memorial Hospita] WA

Trial Email:
sanjay.patole@health.wa.gov.au
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POINT

Title: A randomised, placebecontrolled pilot trial on the safety and efficacy of pentoxifylline, as a
secondary prophylaxis, in the treatment of necrotising enterocolitis in preterm neonates.

ACTRNO012606000257561

Trial Question: Does pentoxifylline prevent the progression of necrotising enterocolitis in

preterm neonates?

Treatment Groups:

Trial Status:

Multi Centre:

Additional Centres Needed:
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:
Centres Currently Recruiting:

*More collaborating centres needed*

Chief Investigator:
A/Prof SanjayPatole

Trial Contact:
A/Prof Sanjay Patole

Contact Details:

Neonatal Paediatrics,
KEM Hospital for Women,
Perth WA 6008

Tel: +61 8 9340 1260
Fax: +61 8 9340 1266

Pentoxifylline (i.v. 60 mg/kg/day for 2 days; then
30mg/kg for 4 days) vs placebo (normal saline)

On hold pending funding

Yes
80
3

King Edward Memorial Hospital for Women, Perth

WA - King Edward Memorial Hospital for Women, Perth
NSW: i Newcastle, Westmead (ethics pending).
NZ:i Wellington (ethics pending).

Trial Coordinators : Dr Jackie Gardiner/Ms Jo Blacker

Trial Email:
sanjay.patole@health.wa.gov.au

Trial Website:
http://www.wirf.com.au/index.cfm?objectid=4D876869 -
96BA-5DAEB779BA5CC9723148
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Prevention of hypothermia in the
delivery room for preterm infants <30
weeks gestation

Title: Prevention of hypothermia in the delivery room for preterm infants <30 weekggestation

Trial Question: Is the plastic wrapping of premature neonates in birth suite a more effective
method of preventing hypothermia than the traditional method?

Treatment Groups: Plastic wrapping vs conventional method

Trial Status: Currently recruiting

Single Centre

Recruitment Target: 86
Recruitment As At February 2010: 62
Coordinating Centre: Department of Neonatology, Townsville Hospital

Chief Investigator: Dr Gary Alcock

Trial Contact: MsJacqueline Smith

Contact Details: Trial Email:

Neonatology Dept jacquelineJ_smith@health.qgld.gov.au
Townsville Hospital

Townsville QId 4810

Tel: + 61 7 4796 1111
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Propofol compared to morphineand
midazolam for facilitating neonatal
iIntubation: a randomised, controlled

trial

Title: Propofol compared to morphine and midazolam for facilitating neonatal intubation: a

randomised, controlled trial

ACTRN12608000277347

Trial Question: Does propofol ease intubation in neonates compared to morphine and

midazolam?

Treatment Groups:

Trial Status:
Single Centre
Recruitment Target:

Recruitment As At February 2010:

Coordinating Centre:

Chief Investigator: Dr Pieter Koorts

Trial Contact: Dr Pieter Koorts

Contact Details:

Grantley Stable Neonatal Unit
RoyalBrisbaneAT A 7 1 Hdspitél O
Butterfield Street

Herston Qld 4029

Tel: +61 7 3636 0563
Fax: +61 7 3636 5259

Propofol vs morphine and midazolam

Currently recruiting

60

512

Grantley Stable Neonatal Unit, Royal Brisbane and
7T 1T AT OG8 (1 OPEOAI h " OEOA/

Trial Email:
Pieter_Koorts@health.qld.gov.au
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ProPrem

Title: The use of probioticsto reduce the incidence of sepsis in premature infants
ACTRN12607000144415

Trial Question: Do probiotics reduce the incidence of late onset sepsis in very premature infants
(< 15009 and <32 weeks)?

Treatment Groups: ABC Dophilus Infant Powder vs picebo

Trial Status: Currently recruiting

Multi Centre

Additional Centres Needed: Yes

Recruitment Target: 1100

Recruitment As At February 2010: 392

Coordinating Centre: 2T UAl 711 AT860 (1 OPEOAI h
Centres Currently Recruiting: VIC-The Royal Womends Hos

Monash Medical Centre,

Mercy Hospital for Women,

NSW- Royal North Shore Hospital
John Hunter Medical Centre

TAS - Royal Hobart Hospital

*More collaborating centres needed*

Submitted to Ethics

Royal Prince AlfredHospital, NSW

Liverpool Hospita] NSW

Christchurch WNZnends Hoz¢

Chief Investigator: Professor Suzanne
Garland

Trial Contact:
Linh Ung

Contact Details: Trial Email:

2T UAT 711 AT180 (1 OPE (proprem.study@thewomens.org.au
Corner Grattan St & Flemington Rd

Parkville Vic 3052

Tel: +61 3 8345 3764
Fax: +61 3 8345 3789
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TARDIS

Title: Targeted Delivery suite Intervention Study
ACTRN12609000986279
Trial Question: Would the use of volumetargeted ventilation from point of delivery until

admission to the neonatal intensive carenit reduce the incidence of hypocarbia in the first 2 days
of life?

Treatment Groups: Triggered volume-targeted mechanical ventilation s
standard non-triggered intermittent mandatory
ventilation

Trial Status: Currently recruiting

Single Centre
Recruitment Target: 90
Recruitment As At February 2010:

Coordinating Centre: Nepean Hospital

Chief Investigator:
Dr Mark Tracy

Trial Contact: Dr Mark Tracy

Contact Details: Trial Email:

NICU tracym@wahs.nsw.gov.au
Nepean Hospital

PO Box 63

Penrith NSW 2751

Tel: +61 4143 24162
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The CPAP Study

Title: In very preterm infants who are being extubated to nasal continuous positive airway
pressure (CPAP), does a continuous positive airway pressure (CPAP) recruitmean manoeuvre post
extubation improve global and regional eneexpiratory lung volume,thoracoabdominal asynchrony
and work of breathing.

ACTRN12610000167066

Trial Question: Does continuous positive airway pressure recruitment manoeuvre post
extubation improve breathing in very preterm infants compared with no recruitment manoeuvre?

Treatment Groups: CPAP recruitment manoeuvre v no recruitment
manoeuvre
Trial Status: Currently recruiting

Single Centre

Recruitment Target: 50

Recruitment As At February 2010:

Coordinating Centre: 21T UAT 711 AT, B1€boyrie OPE QA

Chief Investigator s:
Prof Peter Davis, Risha Bhatia

Trial Contact: Risha Bhatia

Contact Details: Trial Email:

4EA 27T UAT 7711 AT 80 (1 risha.bhatia@thewomens.org.au
Neonatal Services

Cnr Grattan St and Flemington Road

Parkville VIC 3052

Tel: +61 3 8345 3773
Fax:+61 3 8345 3789
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TORPIDO

Title: Targeted oxygen for the resuscitation of premature infants and their developmental outcome:
a multinational trial

Trial Question: Todemonstrate if stepwise oxygen targeting is feasible for the resuscitation of
extremely premature infants.

Treatment Groups: Targeted oxygen saturation measured by pulse
oximetry vs resuscitation commenced withpure
oxygen folloved by 10% stepwise decrements

Trial Status: Not yet recruiting
Multi Centre Australia, Malaysia and Saudi Arabia

Additional Centres Needed:

Recruitment Target: 400

Recruitment As At February 2010:

Coordinating Centre: Dept of Newborn care,Royal Hospital for Women
NSW

Centres Currently Recruiting:

*More collaborating centres needed*

Chief Investigator: See Kwee Cimg

Trial Contact: See Kwee Ching

Contact Details: Trial Email:

NICU see_kwee_ching@yahoo.com
Royal Hospital for Women

Randwick NSW 2031

Tel: +61 8 8201 2071
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Trial of hydrocolloid dressing for
preterm babies on nasal bubble CPAP

Title: Trial of hydrocolloid dressing for preterm babies on nasal bubble CPAP

Trial Question: Can the rate of nasal trauma in low birth weight, preterm babies on Bubble nCPAP

AA OAAOAAA AU OOEI ¢ A EUAOTATTITEA AOAOOET Co
Treatment Groups: Dressing vs no dressing
Trial Status: Not yetrecruiting

Single Centre
Recruitment Target: 168
Coordinating Centre: -AOAO -1 OEAOOG, BasBadA A OAE

Chief Investigator : Dianne Karamuijic
Trial Contact: Ms Dianne Karamujic

Contact Details: Trial Email:

-AOAO -1 OEAO0B80O 2 A OA I dianne.karamujic@mater.org.au
Level 2 Quarters Building

Annerley Road

Woolloongabba QId 4102

Tel: + 61 7 3163 1583
Fax: + 61 7 3163 1588
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www.wombatcollaboration.net
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