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Hot off the Press 

Baby-OSCAR launches the pilot study this month.
We are pleased to confirm that the internal pilot phase will start in Spring 2015 and end in Winter 
2015 (December).  In addition, we are delighted to announce that James Cook University Hospital 
will become the fifth pilot site.
After successful completion of the pilot study, we shall launch the main recruiting sites in the New 
Year (2016).

What is Baby-OSCAR? 
This research is about babies who have been born early (prematurely).
The aim of this study is to find out whether or not a confirmed large Patent Ductus Arteriosus (PDA) 
in very premature babies should be treated with ibuprofen within 72 hours of birth.
The study title is: Outcome after Selective Early Treatment for Closure of Patent Ductus ARteriosus 
in Pre-term Babies, or Baby-OSCAR in short. 

Co-ordination, Sponsorship and Funding
This multi-centre trial is co-ordinated from the National Perinatal Epidemiology Unit Clinical Trial Unit 
(NPEU CTU) at the University of Oxford and is sponsored by the University of Oxford.  Funding is 
provided by the National Institute of Health Research (NIHR) Health Technology Assessment (HTA) 
programme (project reference 11/92/15).

Issue 2



Meet the Team 
Professor Samir Gupta, Chief Investigator and Professor of Neonatology, 

Durham University, Consultant Neonatologist & Director, Research & 
Development, North Tees.
Samir first thought up the concept of a PDA trial in 2006 and approached the 
NPEU CTU in 2011.  Many meetings later an HTA open call was answered 

for primary research; the grant was awarded in April 2014 and Baby-OSCAR 
was born.

Nina Jamieson, Baby-OSCAR Trial Co-ordinator
Nina has been working within the research and medical environment for 
over 18 years in various administrative positions, from Data Manager to 
Trial Co-ordinator.  Nina worked on several large multi-centre Trials from 
CORONIS – an international study of caesarean section surgical techniques: 
a randomised factorial trial, which recruited over 15,000 women, to INIS 
(International Neonatal Immunotherapy Study), which recruited approx. 4,000 
babies from 175 centres (both studies were carried out at NPEU CTU), to the 
more renowned Magpie Trial (University of Oxford), which recruited over 10,000 women from 175 
centres in 33 countries.

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

You may already be familiar with Monika from the ELFIN trial – as Monika 
works full time between both trials.  Monika is no stranger to hospitals having 
spent several years working in the Obstetric High Risk Department and Fetal 
Medicine Department at the John Radcliffe Hospital, Oxford.  This is Monika’s 

first leap into research and her keen eye for detail will ensure that we have tip 
top data at the end for that all important paper.

Spotlight on MHRA 
The Medicines and Healthcare products Regulatory Agency (MHRA), the co-ordinating Centre, or 
the Sponsor can come and inspect the relevant sections of medical records and any data collected 
during the trial.  In each newsletter we will feature a focus point that may include excerpts from the 
Good Clinical Practice Guide ‘Grey guide’.
The Grey Guide is a publication covering the legislation, guidance and good practice that relates 
to the conduct of clinical trials of medicinal products for human use in the UK.  This guide provides 
practical advice about implementing the principles of Good Clinical Practice within the context of the 
clinical trial regulatory framework in the European Union.
Informed consent
• Document the initial approach for the trial in the baby’s notes; e.g. who lead the approach [Drs 

name], discussed the results of the initial ECHO and that the baby could be recruited into Baby-
OSCAR; record the date and time.

• Later record the date and time the actual informed consent took place.
The two together should demonstrate that the parents were given adequate time to consider their 
baby’s participation.

                                Nina Jamies
on

                                Professor Samir Gupta

M
onika Vargova   



Enrolment

• The decision for eligibility and trial enrolment is to be made by a medically qualified doctor and 
there should be clear documentation of this in the baby’s notes.

‘This baby meets the inclusion criteria and none of the exclusion criteria and is therefore eligible for 
entry into the Baby-OSCAR Trial.’

This statement in the notes can be made by any healthcare professional as long it is clear that the 
decision was made by a medically qualified doctor.
• Top tip: There is a ‘Research section’ on Badger.Net where you can record the initial approach, 

consent and eligibility.

Publications 
Late medical therapy of patent ductus arteriosus using intravenous paracetamol
EL-Khuffash A et al. Arch Dis Child Fetal Neonatal Ed 2015;100:F253-F256. doi:10.1136/
archdischild-2014-307930.
ABSTRACT
Objective: To investigate the effect of late treatment with intravenous paracetamol on patent ductus 
arteriosus (PDA) closure prior to possible PDA ligation.
Methods: A retrospective review of infants with a haemodynamically significant PDA, considered for 
PDA ligation and treated with intravenous paracetamol prior to possible ligation.
Results: Thirty six infants with a median gestation of 26.1 weeks received paracetamol at a median 
age of 27 days. Paracetamol was associated with immediate closure in nine (25%) infants. There 
was no response to paracetamol treatment in four (11%) infants who subsequently underwent a 
PDA ligation. In 23 (64%) infants, the PDA constricted and all but one of this group demonstrated 
complete PDA closure prior to discharge.
Conclusions: There may be a role for intravenous paracetamol in late closure of infants with 
a significant PDA to avoid ligation. The use of paracetamol for late treatment of PDA should be 
systematically evaluated.

Outcomes of Prophylactic Indomethacin for Extremely Low Birth Weight Infants
Chang H Y et al. HK J Paediatr 2015;20:62-70.
Background: Prophylactic indomethacin (PI) administered to preterm infants has been shown to 
decrease severe intraventricular haemorrhage (IVH) and the need for surgical ligation of patent 
ductus arteriosus (PDA). The aim of this study was to compare the short-term and long-term outcomes 
of a PI-treated group (Indo group) with a recent retrospective, historical cohort (control group). 
Methods: We performed a retrospective review of 85 infants, 40 iodomethacin-treated and 45 
untreated controls, born ≤28 weeks’ gestation and weighing <1000 g. Short-term outcomes and 
neurodevelopmental outcomes at 24 months of corrected age were compared between the two 
groups. 
Results: Severe IVH was less in the Indo group (7.5%) than in the control group (13.3%), but 
this difference did not reach statistical difference (P=0.38). The occurrence of significant PDA was 
significantly lower in the Indo group (30%) compared to the control group (51%) (P=0.04). Patients 
who received PI experienced a decreased PDA surgical ligation rate (control group = 35.6%, Indo 
group = 12%; P=0.01). This statistical difference persisted even after logistic regression analysis 



I am interested in becoming a principal investigator at a CCS, my details are:
Name (printed): 
Hospital:  Department: 
Tel:  Email: 

Please return to: Freepost RLSL-SBZK-HTAT, Baby-OSCAR Co-ordinating Centre, NPEU Clinical Trials Unit, 
University of Oxford, Old Road, Headington, Oxford, OX3 7LF.

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

(P=0.04). At 2 years, no significant differences were found between the groups in terms of Mental 
development index and the psychomotor development index scores <70, the incidence of cerebral 
palsy, neurodevelopmental impairment, or composite outcomes. 
Conclusion: PI decreased surgical PDA in preterm infants. However, PI did not cause an improvement 
in neurodevelopmental outcomes once these children reached 2 years. PDA may play a limited role 
in the multifactorial factors in the causation of neurodevelopmental impairment of preterm infants.

Continuing Care Sites – we need you! 
We have received a tremendous response from hospitals up and down the Country, but we still need 
more! Please discuss this amongst your colleagues and get in touch.
NPEU CTU has been running clinical trials for over 30 years and from previous experience, we 
can expect about 50% of babies to be transferred between neonatal units for a variety of reasons.  
Parents will have consented for their babies to be in this trial and we want to ensure data collection 
is as complete as possible to answer this important research question.
There are two different roles of a transfer site depending on what level of care a baby requires:
(i) Continuing Care:
Where babies are transferred from a recruiting site to another site and still require:
a) an oxygen reduction test at 36 weeks (for babies whose oxygen requirements are <30% and not 
receiving respiratory support) and, or
b) data collection forms to be completed.
(ii) Data Collection:
Where babies are transferred from a recruiting or continuing care site to another site and no longer 
require an oxygen reduction test at 36 weeks, but do require data collection forms to be completed 
at discharge.

Interesting fact 
The fetal heart rate is approximately twice as fast as an adult’s, at about 150 beats per minute. By 
the time a fetus is 12 weeks old, its heart pumps an amazing 60 pints of blood a day.


