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Meet the trial team 
Professor Samir Gupta, Consultant Neonatologist, Wendy 
Cheadle and Julie Colarossi, Research Nurses, University 
of North Tees give feedback on recruiting the first baby into 
Baby-OSCAR.
‘We were very pleased to recruit the first baby into the Baby-
OSCAR study. We were fortunate that the IMP had arrived just 

in time. There were no issues with following the trial protocol although availability of the parents 
prevented us from getting consent from our first potential candidate. The parents have not raised 
any specific concerns or questions to date. The documentation has been easy to follow but we have 
had to reinforce the timing of the repeat echo [at 3 weeks] (Form 3).
Some staff expressed a degree of ambivalence towards our involvement in this study given the 
potential side effects and some negative feelings required rationalising. I expect our staff in their 
role as advocate will scrutinise all changes in clinical condition of babies as the study proceeds. An 
understandable perspective and one I find reassuring that they will monitor changes with regards to 
any possible association with the IMP.’

Thank you for your thoughts and experiences.

What is Baby-OSCAR? 
A placebo-controlled trial of ibuprofen for the closure of a patent ductus arteriosus of at least 1.5 mm 
diameter in pre-term babies born between 23+0 and 28+6 weeks gestation.  This is being piloted in 5 
neonatal units across England:
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Initial pilot phase
1. Birmingham Women’s Hospital

2. Liverpool Women’s Hospital

3. Norfolk & Norwich University Hospital

4. The James Cook University Hospital, Middlesbrough

5. University Hospital of North Tees



Spotlight on Consent and form completion 
Consent
Top tips:
•	 When signing it is important to ‘press hard’ so that the signature transfers to all carbonated 

copies.  
•	 Be careful what you lean on to avoid signatures being copied onto other consent forms.
•	 If the father signs, ensure that the mother counter signs in the white space, as she must consent 

to maternal data collected on the trial entry form, something which the father is not able to 
consent on her behalf.

•	 Fathers may only act as sole signatory on the consent form if married to the mother when the 
baby	is	born,	or	if	named	on	the	birth	certificate.		If	the	father	signs	and	they	are	unmarried,	and	
or, no ‘parental responsibility agreement’ has been shown, please complete an ‘Incident report 
form’ - this is a legal requirement.

Data collection forms
Completing Form 1: Question A7.
One of the most common mistakes when answering this question is when the baby is a singleton.

Below are two examples of how to respond to this question, when the baby is a singleton.  
Example 1 is the incorrect way, example 2 is the correct way:
Example 1 – how you shouldn’t answer


Example 2 – how you should answer


Completing Form 6: Baby Outcomes, Section C
Only one outcome can be listed per form/admission.

 



Publications 
Management of patent ductus arteriosus in premature infants, 2015
Bhat, R., Das, U. G.  Indian Journal of Pediatrics (January 2015) 82(1):53–60
DOI 10.1007/s12098-014-1646-6
Patency of the ductus arteriosus is required for fetal survival in utero. In infants born prematurely, 
ductus fails to close and shunt reverses from left to right. Incidence of patent ductus arteriosus (PDA) 
is inversely proportional to the gestational age. A large PDA (>1.5 mm diameter) with left to right shunt 
in very low birth weight infants can cause pulmonary edema, congestive heart failure, pulmonary 
hemorrhage and increase the risk for bronchopulmonary dysplasia. Attempts to prevent or close 
the duct by pharmacological or surgical methods have not changed the morbidity or the long term 
outcome. Pharmacological treatment with indomethacin or ibuprofen is successful in 75 to 80% of 
infants but its use also exposes these infants to undesirable side effects like gastrointestinal bleeding, 
perforation and necrotizing enterocolitis. Prophylactic therapy with indomethacin or ibuprofen to 
prevent PDA has not altered the morbidity or long term outcome. Currently, there is a dilemma as 
to how to treat, when to treat and whom to treat. Recent literature suggests a trial of conservative 
management	during	 the	first	week	 followed	by	selective	use	of	anti-inflammatory	drugs.	Surgical	
ligation	is	reserved	for	infants	who	fail	medical	therapy	and	still	remain	symptomatic.	Spontaneous	
closure of the PDA has been reported in up to 40–67 % of very low birth weight (VLBW) infants by 
7 d. In this review authors discuss these controversies and propose a more rational approach.
(c)	2014	S.	Karger	AG,	Basel,	Neonatology

If a baby is transferred to another hospital, ‘Outcome B’ should be ticked and details given.
Example 1 – how you shouldn’t answer



Example 2 – how you should answer


B’OSCARs 
B’OSCARs	are	the	Baby-OSCAR	version	of	the	Oscars	used	in	the	film	industry	
in recognition of outstanding performance.  This summer, there are three 
B’OSCARs	being	awarded	for	recognition	in	achieving	milestones;	they	are:
1. University Hospital of North Tees
2. Liverpool Women’s Hospital
3. Birmingham Women’s Hospital
For latest recruitment, please visit our website: www.npeu.ox.ac.uk/baby-oscar/recruitment



NPEU Clinical Trials Unit 
National Perinatal Epidemiology Unit, University of Oxford 

Old Road Campus, Oxford, OX3 7LF

 01865 617 965  01865 289 740 
 baby-oscar@npeu.ox.ac.uk 

 www.npeu.ox.ac.uk/baby-oscar

Background: The optimal timing of pharmacological treatment for patent ductus arteriosus (PDA) in 
extremely preterm infants is unknown. 
Objective: To investigate whether timing of pharmacological PDA treatment is associated with a risk 
of secondary PDA surgery or death before 3 months of age, or bronchopulmonary dysplasia (BPD) 
in extremely preterm infants. 
Methods:	In	this	population-based	cohort	of	infants	born	before	27	gestational	weeks	in	Sweden	
in 2004-2007, 290/585 infants (50%) received pharmacological PDA treatment. Cox proportional 
hazards	regression	estimated	the	hazard	ratio	(HR,	with	95%	confidence	interval,	CI)	of	secondary	PDA	
surgery or death as a composite outcome in relation to postnatal age at the start of pharmacological 
treatment:	early	(0–2	days);	intermediate	(3–6	days);	late	(≥=7	days).	Furthermore,	the	odds	ratio	
(OR, with 95% CI) of BPD was estimated in relation to postnatal age at PDA treatment by conditional 
logistic regression. 
Results: The median postnatal age at the start of pharmacological PDA treatment was 4 days. 102 
infants had secondary PDA surgery. Timing of PDA treatment was not associated with risk of PDA 
surgery	or	death;	adjusted	HRs	were	0.89	(95%	CI	0.57–1.39)	after	an	intermediate	start	and	1.10	
(95% CI 0.53–2.28) after a late start, compared to an early start of treatment. Compared to the early 
start of PDA treatment, the intermediate start was not associated with any risk of BPD, while late 
PDA	treatment	was	associated	with	a	lower	BPD	risk;	adjusted	ORs	were	0.83	(95%	CI	0.42–1.64)	
and 0.28 (95% CI 0.13–0.61), respectively. 
Conclusion: Timing of pharmacological PDA treatment after extremely preterm birth is not associated 
with the risk of secondary PDA surgery or death. Moreover, expectant PDA management is not 
associated with an increased risk of BPD.

Continuing Care Sites – we need you! 
For those of you who have already responded, we are working with the Thames Valley CRN to 
get the continuing care sites on board as quickly as possible.  Thank you for your patience and 
continued	 support	with	Baby-OSCAR,	without	 your	 help	we	will	 not	 be	 able	 to	 fully	 answer	 this	
important question.

Interesting fact 
The heart pumps oxygenated blood through the aorta (the largest artery) at about 1 mile (1.6 km) per 
hour. By the time blood reaches the capillaries, it is moving at around 43 inches (109 cm) per hour.
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