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APPENDIX 

 

Table A1. Study characteristics for all trials 

Acronym (or 

truncated trial 

name) 

Trial name Main 

coordinating 

centre 

Multi-

centre 

Population Intervention (n) Control (n) 

Intervention superior to standard practice 

FIFI1 Father Infant Feeding Initiative: Increasing 

breastfeeding initiation and duration via 

education and social support for fathers 

(ACTRN12609000667213) 

WA, Australia Yes Fathers intending to 

be involved and 

mothers intending to 

breastfeed 

Antenatal education 

and postnatal support 

sessions for fathers 

(n=385) 

Usual care (n=314) 

HeLP-her2,3 Healthier lifestyles: Preventing excess weight 

gain and gestational diabetes in overweight and 

obese pregnancies: a research and education 

project (ACTRN12608000233325) 

VIC, Australia Yes Women at 12-14 

weeks’ gestation at 

high risk for 

developing gestational 

diabetes 

4-session lifestyle 

program (n=121) 

Written health 

information only 

(n=107) 

InFANT 4,5 The Infant Feeding Activity and Nutrition Trial an 

early intervention to prevent childhood obesity: 

cluster-randomised controlled trial 

(ISRCTN81847050) 

VIC, Australia No Primiparous women 6 dietitian delivered 

educational sessions 

(n=271) 

Usual care (n=271) 

MANGO6 A randomised controlled trial of caseload 

midwifery (ACTRN12609000349246) 

NSW, 

Australia 

Yes Women with a 

singleton pregnancy 

Caseload midwifery 

care (n=871) 

Standard care (n=877) 

Intervention superior to placebo 

Analgesia after 

caesarean surgery7 

Ultrasound guided transverses abdominis plane 

(TAP) block for analgesia after caesarean 

surgery (ACTRN12608000540314) 

QLD, Australia No Women who 

underwent elective 

caesarean section 

Ultrasound guided 

transversus abdominis 

plane block with 20mL 

Ultrasound guided 

transversus abdominis 

plane block with 20mL 



Acronym (or 

truncated trial 

name) 

Trial name Main 

coordinating 

centre 

Multi-

centre 

Population Intervention (n) Control (n) 

0.5% Ropivacaine 

(n=23) 

saline (inactive 

placebo) (n=24) 

Sugar Babies8 Sugar Babies study (ACTRN12608000623392) Hamilton, New 

Zealand 

No Babies aged 35-42 

weeks’ gestation, <48 

hours old, at risk of 

hypoglycaemia 

40% dextrose gel 

(n=118) 

2% carboxymethyl 

cellulose placebo gel 

(n=119) 

Intervention comparable to standard practice 

Support for ongoing 

breastfeeding9 

Support for ongoing breastfeeding 

(ACTRN12608000361303) 

NSW, 

Australia 

Yes Women breastfeeding 

up to 4 months 

Motivational flowchart 

for practice nurses to 

support continuation 

of breastfeeding 

(n=154) 

Standard treatment 

practice at child 

immunisation visits 

(n=176) 

Effect of diet on 

gestational 

diabetes10-12 

Effect of different diets on gestational diabetes. 

Can a low glycemic index (GI) diet during 

pregnancy reduce prevalence of large for 

gestation age (LGA) amongst gravidas with 

gestational diabetes (GDM) -  a randomised 

controlled trial (ACTRN12608000218392) 

NSW, 

Australia 

No Women with 

gestational diabetes 

Low glycaemic index 

diet (GI <50) until 36 

weeks’ gestation 

(n=50) 

Wholegrain high fibre 

diet (GI ~60) until 36 

weeks’ gestation 

(n=49) 

FLORIAN13 In extremely low birth weight (ELBW) infants 

who require positive pressure at birth does the 

use of a respiratory Function Monitor reduce 

face mask leak and improve the target tidal 

volume in the first ten minutes of life? 

(ACTRN12608000357358) 

VIC, Australia No Infants <32 weeks’ 

gestation who needed 

positive pressure 

ventilation (PPV) 

PPV with VISIBLE 

respiratory function 

monitor (n=26) 

PPV with MASKED 

respiratory function 

monitor (n=23) 

LIMIT 14-20 Limiting weight gain in overweight and obese 

women during pregnancy to improve health 

outcomes: a randomised trial 

SA, Australia Yes Pregnant women at 

10-20 weeks’ 

gestation with BMI 

Dietary and lifestyle 

intervention (n=1,108) 

Standard pregnancy 

care (n=1,104) 



Acronym (or 

truncated trial 

name) 

Trial name Main 

coordinating 

centre 

Multi-

centre 

Population Intervention (n) Control (n) 

(ACTRN12607000161426) >25 

OPRA21,22 Outpatient cervical priming for induction of 

labour (ACTRN12608000249358) 

SA, Australia Yes Women scheduled for 

induction of labour  

Outpatient cervical 

ripening (411) 

Inpatient cervical 

ripening (usual care) 

(n=416) 

T IGGA23 Growth and nutritional status of infants fed 

formula based on goat milk or cow milk 

(ACTRN12608000047392) 

SA, Australia Yes Infants at 37-42 

weeks’ gestation 

either formula-fed or 

breast-fed 

Goat milk formula 

(n=101) 

Cow milk formula 

(n=99) or exclusive 

breastfeeding (human 

milk) (n=101) 

WEAVE24 Women's Evaluation of Abuse and Violence 

Care in General Practice: a cluster randomised 

controlled trial (ACTRN12608000032358) 

VIC, Australia No Family doctors and 

female patients 

screening positive for 

intimate partner 

violence 

Training of doctors to 

deliver a brief 

counselling 

intervention (n=137) 

Standard care (n=135) 

Excluded trials (patient recruitment problems) 

AC/VG Pmax 

Study25 

Pressure limit selection during neonatal assist 

control volume guarantee ventilation: A 

randomised crossover trial 

(ACTRN12610000886088) 

VIC, Australia No Infants up to 32 

weeks’ gestation with 

respiratory distress 

syndrome 

Alternative peak 

inflation settings 

(n=22) 

Standard NICU care 

(n=22) 

Aminophylline in 

infants with 

bronchiolitis26 

Randomised, double-blind, placebo-controlled 

trial of aminophylline in infants less than 12 

months of age with bronchiolitis who require 

intensive care, to assess if aminophylline is 

superior to placebo in reducing the duration of 

ventilatory support (ACTRN12608000608369) 

VIC, Australia Yes Infants aged <12 

months with 

bronchiolitis 

Aminophylline (n=23) Placebo (n=22) 

AC/VG Flow 

Study25 

Ventilator circuit flow selection during neonatal 

assist control volume guarantee ventilation: a 

VIC, Australia No Infants up to 32 

weeks’ gestation with 

Alternative ventilator 

flow settings (n=22) 

Standard NICU care 

(n=22) 



Acronym (or 

truncated trial 

name) 

Trial name Main 

coordinating 

centre 

Multi-

centre 

Population Intervention (n) Control (n) 

randomised crossover trial 

(ACTRN12610000885099) 

respiratory distress 

syndrome 

AC/VG BUR 

Study27 

Backup rate selection during neonatal assist 

control volume guarantee ventilation: a 

randomised crossover trial 

(ACTRN12610000884000) 

VIC, Australia No Infants in the NICU Alternative back-up 

rate settings (n=26) 

Standard NICU care 

(n=26) 

DETECT28* Targeting of treatment of the patent ductus 

arteriosus using early echocardiography 

(ACTRN12608000295347) 

NSW, 

Australia 

Yes Infants <29 weeks’ 

gestation with large 

patent ductus 

arteriosus 

Indomethacin (n=44) No treatment or saline 

placebo (n=48) 

Shift your Risk29 The feasibility and efficacy of an individualised 

approach to increase physical activity among 

women with previous gestational diabetes 

mellitus (ACTRN12608000280303) 

QLD, Australia No Women with recent 

gestational diabetes 

Supported care 

(increase physical 

activity) (n=15) 

Usual care (n=13) 

Excluded trials (no publications identified) 

Vitamin D 

supplementation 

A randomised controlled trial on the effects of 

antenatal vitamin D supplementation to improve 

vitamin D levels in the maternal and cord blood 

at birth in vitamin D deficient pregnant women 

(ACTRN12609000142235) 

VIC, Australia No Pregnant women at 

risk of vitamin D 

deficiency 

Oral cholecalciferol 

during pregnancy 

(n=NR) 

No treatment during 

pregnancy (n=NR) 

CLOSURE† Skin and subcutaneous fascia closure at 

caesarean section: a randomised controlled trial 

(ACTRN12608000143325) 

SA, Australia No Women undergoing a 

caesarean section by 

transverse suprapubic 

incision 

Absorbable OR Non-

absorbable 

subcuticular suture 

material  

AND 

Closure OR Non-

closure of 

Participants 

randomised to receive 

1 of the 4 currently 

used techniques listed 

in the intervention (2 x 

2 factorial design) 



Acronym (or 

truncated trial 

name) 

Trial name Main 

coordinating 

centre 

Multi-

centre 

Population Intervention (n) Control (n) 

subcutaneous fascia 

(n=NR) 

IDEAL Dietary and Lifestyle advice for women with 

borderline gestational glucose intolerance 

(ACTRN12607000174482) 

SA, Australia Yes Pregnant women with 

borderline gestational 

glucose intolerance 

Dietary and lifestyle 

advice (n=NR) 

Routine care (n=NR) 

PRIME The effect of midwife-led counselling on mental 

health outcomes for women experiencing a 

traumatic childbirth: a randomised controlled trial 

(ACTRN12610000098033) 

QLD, Australia Yes Women reporting a 

distressing birth 

experience 

Trauma focussed 

counselling (n=NR) 

Parenting advice 

(n=NR) 

NICU, neonatal intensive care unit; NR, not reported.  

* Enrolment of participants also ceased early due to lack of availability of indomethacin; † Also did not reach full patient recruitment. 



Table A2. Cost parameters for all trials 

Acronym (or 

truncated trial 

name) 

Funding source Funding amount (AUD) Primary outcome Cost indicator Cost of avoiding a 

primary outcome 

event (AUD) 

Intervention superior to standard practice 

FIFI1 Healthway (#16175) $405,539 ($340,653) Any breastfeeding at 6 weeks Cost of formula feeding per 

child for 6 weeks† 

$12530 

HeLP-her2,3 Jack Brockhoff Foundation 

and NHMRC postgraduate 

Scholarship (#519457) 

$1,785,714 ($1,500,000; 

includes $57,343 

NHMRC scholarship) 

Prevalence of gestational 

diabetes‡ 

Cost per woman for 

management of mild 

gestational diabetes 

$6,00031 

InFANT 4,5 NHMRC Primary Health Care 

Project Grant (#425801) 

$631,499 ($530,459) Non-core drink intake (e.g. fruit 

juice, soft drinks) 

… … 

MANGO6 NHMRC Project Grant 

(#510207) 

$718,073 ($603,181) Elective caesarean section Cost of hospital stay per 

woman for caesarean section 

$9,50032 

Intervention superior to placebo 

Analgesia after 

caesarean surgery7 

ANZCA Novice Investigator 

Grant and Astra Zeneca 

ANZCA: $7,143 ($6,000) 

Astra Zeneca: $7,024 

($5,900) 

Morphine requirement in 24 

hours 

… … 

Sugar Babies8 The Waikato Medical 

Research Foundation 

$53,792 ($50,000 NZD) Treatment failure (blood 

glucose concentration 

<2.6mmol/L after 2 doses of 

gel) 

Cost per child for a 2-day stay 

in the NICU 

$8,00033 

Intervention comparable to standard practice 

Support for ongoing 

breastfeeding9 

University of New South Wales $159,524 ($134,000) Any breastfeeding at 4 months N/A N/A 

Effect of diet on 

gestational 

diabetes10-12 

NHMRC Project Grant 

(#632889) and University of 

Sydney 

NHMRC: $422,281 

($354,716) 

 

Birthweight N/A N/A 



Acronym (or 

truncated trial 

name) 

Funding source Funding amount (AUD) Primary outcome Cost indicator Cost of avoiding a 

primary outcome 

event (AUD) 

FLORIAN13 NHMRC Project Grant 

(#491103) and ARC Discovery 

Project (DP0664664) 

Part of a larger NHMRC 

grant worth $618,917 

($519,890) 

Part of a larger ARC 

grant worth $380,952 

($320,000) 

Percentage of mask leak with 

positive pressure ventilation 

during infant resuscitation 

N/A N/A 

LIMIT 14-20 NHMRC Project Grant 

(#519240) 

$1,835,052 ($1,541,444) Large for gestational age N/A N/A 

OPRA21,22 NHMRC Project Grant 

(#519236) 

$728,110 ($611,612) Oxytocin use N/A N/A 

TIGGA23 Dairy Goat Co-operative (NZ) 

Ltd 

Not reported Infant weight N/A N/A 

WEAVE24 NHMRC Project Grant 

(#454532) 

$809,189 ($679,719) Quality of life N/A N/A 

Excluded trials (patient recruitment problems) 

AC/VG Pmax 

Study25 

5-year NHMRC Program Grant 

(2006-2010) (#491103) 

Part of a larger NHMRC 

grant worth $9,978,358 

($8,381,821)  

Number and duration of 

complete obstruction of 

endotracheal gas flow 

N/A N/A 

Aminophylline in 

infants with 

bronchiolitis26 

ANZICS Foundation $29,762 ($25,000) Respiratory support (nasal 

continuous positive airways 

pressure or mechanical 

ventilation) 

N/A N/A 

AC/VG Flow 

Study25 

5-year NHMRC Program Grant 

(2006-2010) (#491103) 

Part of a larger NHMRC 

grant worth $9,978,358 

($8,381,821)  

Number and duration of 

complete obstruction of 

endotracheal gas flow 

N/A N/A 

AC/VG BUR 5-year NHMRC Program Grant Part of a larger NHMRC Proportion of triggered N/A N/A 



Acronym (or 

truncated trial 

name) 

Funding source Funding amount (AUD) Primary outcome Cost indicator Cost of avoiding a 

primary outcome 

event (AUD) 

Study27 (2006-2010) (#491103) grant worth $9,978,358 

($8,381,821)  

inflations 

DETECT28 Self-funded / unfunded - Death and/or abnormal cranial 

ultrasound 

N/A N/A 

Shift your Risk29 Diabetes Australia Research 

Trust 

$65,476 ($55,000) Change in physical activity N/A N/A 

Excluded trials (no publications identified) 

Vitamin D 

supplementation 

None listed - Incidence of vitamin D 

deficiency 

N/A N/A 

CLOSURE RANZCOG Research 

Fellowship 

$59,523 ($50,000) Wound infection at 30 days N/A N/A 

IDEAL NHMRC Project Grant 

(#1010292) 

$787,073 ($661,141) Incidence of large for 

gestational age infants 

N/A N/A 

PRIME NHMRC Project Grant 

(#481900) 

$802,668 ($674,241) Mental health outcomes 

(trauma and depression) 

N/A N/A 

Ellipses indicate studies where cost savings could not be calculated due to use of surrogate primary outcome measures. NHMRC, National Health and Medical Research Council; 

ANZICS, Australian and New Zealand Intensive Care Society; RANZCOG, Royal Australian and New Zealand College of Obstetricians and Gynaecologists; N/A, not applicable. 

*Funding amount adjusted to 2016, original funding amount granted in parentheses; †The number of formula cans required (based on the feeding guide provided) multiplied by the 

recommended retail price of 1 can of formula ($25); ‡Secondary outcome reported as primary outcome was mean gestational weight gain.   
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