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Progress to date 
The Data Monitoring and Trial Steering Committees for the Baby-OSCAR trial met in November 
2015 to review the progress of the trial’s internal pilot phase.  All members of the TSC/DMC were 
encouraged by the fact that, in spite of a delayed start due to problems related to IMP manufacturing, 
the investigators and staff at site had demonstrated feasibility in recruiting across all five pilot sites.  
The committees unanimously recommended that the Baby-OSCAR trial, with agreement from the 
HTA, proceeds by opening the remaining new sites and moves into the main phase of the trial.
Christmas came early for the Trial and the Funder, NIHR HTA subsequently granted their approval to 
proceed to the main trial.  The next few months the NPEU CTU will be busy working towards gaining 
permission for the transition of NeoProfen® used in the pilot phase, to Pedea®, to be used in the 
main trial phase and tackle the new HRA Approval process for the NHS in England.
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Main Trial Recruiting sites 
To launch the main phase with a big bang, we are aiming to get as many sites on board in summer 
2016 as possible.  The sites signed up to join Birmingham Women’s, Liverpool Women’s, James 
Cook University Hospital, Norfolk and Norwich University Hospital and the University Hospital of 
North Tees are:

Aberdeen Maternity Hospital Royal Gwent

Arrowe Park Royal London

Birmingham Heartlands Royal Maternity, Belfast

Bradford Royal Infirmary Royal Preston

Burnley General Hospital Royal Victoria Infirmary

Derriford Hospital St George’s

Edinburgh Royal Infirmary St Mary’s Hospital, London

Jessop Wing, Sheffield Sunderland

Leeds Neonatal Service (St James & Infirmary) University Hospital of Coventry 

Luton & Dunstable University Hospitals Leicester

Medway and Maritime Hospital Watford Hospital

Weekly articles are being posted on our website: https://www.npeu.ox.ac.uk/baby-oscar/news, 
please feel free to take a look; there is a new section called ‘The importance of research’ https://
www.npeu.ox.ac.uk/baby-oscar/importance-of-research - with a link to an on-line course about 
clinical research, which may be of interest to you, or others.



Recruitment into the Pilot Study 
November 2015 was an excellent month for all five pilot sites; not only was it the first month where 
all five sites recruited, in addition, in order to fulfil the Funders expectations for the pilot study and 
show feasibility, a cumulative total of 20 babies needed to be recruited and this was met with the 
incredible determination by staff.
We are dependent on the co-operation of parents to enable us to conduct research and so we are 
incredibly grateful to parents for allowing their babies to take part in Baby-OSCAR.
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B’OSCARs 
B’OSCARs are the Baby-OSCAR version of the Oscars used in the film 
industry in recognition of outstanding performance. For this winter/spring 
issue, there are three B’OSCARs being awarded for recognition in achieving 
milestones - they are:
1. James Cook University Hospital
2. Norfolk & Norwich Hospital
3. University Hospital of North Tees

Interesting fact 
Did you know that your heartbeat changes and mimics the music you listen to?



Meet the trial team 
Dr Nimish Subhedar, Consultant Neonatologist, Karen Harvey, 
Patrick McGowan, Joanne Windrow, neonatal research team 
at the Liverpool Women’s Hospital, share their experience 
with the Baby-OSCAR Trial.
We were pleased to be invited to take part in the pilot phase of the 
Baby-OSCAR study.  With hard work from both the research and 

medical teams, we were able to screen 32 potential candidates and go on to recruit 6 of these.
Having worked on numerous studies we found that Baby-OSCAR was very well run and organised. 
There were teething problems at first as with any new study regarding the input of data into the case 
report forms, but these were soon overcome with the support and guidance from the NPEU team.
We didn’t encounter any resistance from the nursing staff and had good cooperation with the 
administration of the drug. However we felt that the 72 hour window was a challenge at times, when 
trying to gain consent from parents without making them feel pressurised.
We at Liverpool Women’s have enjoyed working on the Pilot phase of the study, and look forward to 
the main study rolling out in the summer.

Spotlight on transfer 
Transfer is usually the trickiest part of data collection.  The flow chart below demonstartes what to 
do when transferring a Baby-OSCAR participant: 

1. Contact the receiving hospital and inform them that the baby is in
 the Baby-OSCAR trial
2. Record (on the transfer envelope) the date of the 3 week ECHO
 (if transferred before this date)
3. Complete Form 6: Baby Transfer, Discharge or Death covering
 the period that the baby has been an inpatient in your hospital
4. Record (on the transfer envelope) the date of the 36 week
 oxygen reduction test (if appropriate)
5. The Baby-OSCAR Transfer envelope is completed and is
 transferred with the baby

• This must not interfere with the planned timing of the baby’s transfer
• Check hospital is participating in the Baby-OSCAR trial
 (http://www.npeu.ox.ac.uk/baby-oscar/,
 select the ‘Participating Sites’ link
• If the receiving hospital does not have the necessary authorisations the
 Baby-OSCAR Trial Co-ordinating Centre will try to gain these urgently
• Contact the receiving hospital and inform them that the baby
 is in the Baby-OSCAR trial
• Carry out a 3 week ECHO and complete Form 3 (if appropriate)
• Complete Form 6: Baby Transfer, Discharge or Death covering
 the period that the baby has been an inpatient in your hospital
• Record (on the transfer envelope the date of the 36 week
 oxygen reduction test
• Complete the Baby-OSCAR Transfer envelope and ensure it
 is transferred with the baby

Successful completion of the trial protocol relies on:
• A 36 week oxygen reduction test
• Completion of Data Collection Forms

At trial entry, provide details in Form 1 of possible receiving hospitals
that the baby may be transferred to

As soon as it is known that a Baby-OSCAR baby may be transferred
to another hospital, inform the Baby-OSCAR Trial Co-ordinating Centre

If a Baby-OSCAR participating hospital If a non-Baby-OSCAR participating hospital



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

Interesting fact 
Did you know that your heartbeat changes and mimics the music you listen to?

Trial Co-ordinating Team 
Jennifer Bell, Medical Statistician

Ursula Bowler, Senior Trials Manager

Professor Samir Gupta, Chief Investigator and Professor of Neonatology, Durham University

Pollyanna Hardy, Senior Trials Statistician

Nina Jamieson, Baby-OSCAR Trial Co-ordinator

Ed Juszczak, Associate Professor - Director, NPEU Clinical Trials Unit

Andy King, Head of Trials Programming

David Murray, Senior Trials Programmer

Monika Vargova, Administrative Assistant / Data Co-ordinator, Baby-OSCAR and ELFIN Trials.

Publications 
Paracetamol for the treatment of patent ductus arteriosus in preterm neonates: a systematic 
review and meta-analysis
Gianluca Terrin, Francesca Conte, Mehmet Yekta Oncel, Antonella Scipione, Patrick J McNamara, 
Sinno Simons, Rahul Sinha, Omer Erdeve, Kadir S Tekgunduz, Mustafa Dogan, Irena Kessel, Cathy 
Hammerman, E Nadir, Sadik Yurttutan, Bonny Jasani, Serdar Alan, Francesco Manguso, Mario De 
Curtis
ABSTRACT
Objectives We performed a systematic review and meta-analysis of all the available evidence to 
assess the efficacy and safety of paracetamol for the treatment of patent ductus arteriosus (PDA) in 
neonates, and to explore the effects of clinical variables on the risk of closure.
Results Sixteen studies were included: 2 randomised controlled trials (RCTs) and 14 uncontrolled 
studies.
Quality of selected studies is poor. A meta-analysis of RCTs does not demonstrate any difference 
in the risk of ductal closure (Mantel–Haenszel model, RR 1.07, 95% CI 0.87 to 1.33 and RR 1.03, 
95% CI 0.92 to 1.16, after 3 and 6 days of treatment, respectively). Proportion meta-analysis of 
uncontrolled studies demonstrates a pooled ductal closure rate of 49% (95% CI 29% to 69%) and 
76% (95% CI 61% to 88%) after 3 and 6 days of treatment with paracetamol, respectively. Safety 
profiles of paracetamol and ibuprofen are similar. 
Conclusions Efficacy and safety of paracetamol appear to be comparable with those of ibuprofen. 
These results should be interpreted with caution, taking into account the non-optimal quality of the 
studies analysed and the limited number of neonates treated with paracetamol so far.
• Additional material is published online only. To view please visit the journal online 

(http://dx.doi.org/10.1136/ archdischild-2014-307312).
For numbered affiliations see end of article.


