
Autumn 2018 Newsletter

Recruitment Update 
Congratulations and thank you, Baby-OSCAR recruitment passed 

babies.

Following the successful Collaborators’ meeting in 
Darlington the trial had its best recruitment month in September 2018 with 27 babies 
randomised. Congratulations to all the teams who made this possible. With recruitment 
over 20 babies each month, we are fast approaching the halfway point. 
In the build-up for Christmas, who will be the lucky site to recruit the midway 365th 
participant?
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Celebrating Recruitment Milestones 
The James Cook University Hospital – recruited the 
most babies so far (28 babies in total, 26 in the main trial) 

Liverpool Women’s Hospital – recruited 27 babies so 
far (21 in the main trial)

Birmingham Women’s Hospital – recruited 22 babies 
(17 in the main trial)

Queen Charlotte’s and Chelsea Hospital – keep at the 
top of the league table with the highest recruitment rate 
of 1.91 babies/month and recruited 25 babies in total (4 
in October 2018)

Royal Maternity Hospital, Belfast – maintain the second 
highest recruitment rate of 1.28 babies/month 
and recruited 4 babies in October 2018

Wishaw General Hospital – had a hattrick on 7/9/18 
when the local team recruited 3 babies in one day 

Arrowe Park Hospital – top recruiter for September 
2018 with 4 babies  

Aberdeen Maternity Hospital and The Royal London 
Hospital both got their 1st recruit into the trial

Congratulations to everyone!
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Liverpool Women’s Hospital - celebrating recruiting 25 
babies into the trial  
(L-R: Joanne Windrow, Karen Harvey, Nim Subhedar, 
Patrick McGowan)

Arrowe Park Team 
(L-R: Dr Anand Kamalanathan, Dr Sanjeev Rath 
and Research Nurse, Lucy Lewis, Sharon Hughes 
(Research Nurse) is not included in the photo, but she is 
an invaluable member of the team.) 
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Total ECHOs and recruitment by site 
A lot of time and effort goes into screening babies and some of you have asked to see the proportion 
of babies recruited against the number ECHOed at each site. We will make the screening log 
summaries available for each team to download from the randomisation system, so you can identify 
areas of opportunity within your site. 
We encourage all teams to keep up the fantastic level of engagement and we are optimistic that 
recruitment will come to the well prepared. 
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Wa�ord General Hospital
Royal Infirmary of Edinburgh

The Royal London Hospital
St Mary's Hospital, London

Royal Victoria Infirmary, Newcastle
Aberdeen Maternity Hospital

St Mary's Hospital, Manchester
Royal Maternity Hospital, Belfast

Arrowe Park Hospital, Wirral
Wishaw General Hospital

Derriford Hospital, Plymouth
Royal Gwent Hospital, Newport

William Harvey Hospital, Ashford
Sunderland Royal Hospital

University Hospital Coventry
University Hospital of North Tees

Leeds General Infirmary
Addenbrooke's Hospital, Cambridge

Burnley General Hospital
Birmingham Heartlands Hospital

Norfolk and Norwich University Hospital
Royal Preston Hospital
Jessop Wing, Sheffield

Medway Mari�me Hospital
St George's Hospital, London

Queen Charlo�e's & Chelsea Hospital
James Cook University Hospital

Leicester Royal Infirmary
Bradford Royal Infirmary

Luton & Dunstable University Hospital
Liverpool Women's Hospital

Birmingham Women's Hospital

Number of infants (ordered by total babies ECHOed)

Total ECHOs done
Recruitment total

Data Queries 
Some of you will have already received Data Query Reports. We are 
doing our best to reduce the queries coming out to you and are striking 
off any that we can close here in the office. We will continue to send 
these to you for babies with complete data sets every 2-3 months. 
We would like to ask you to return the reports to us within 28 days and 
if you have any questions please contact us so we can help. Please 
refer to the FAQs on Data Query reports and the Baby CRFs when 
completing the queries. We hugely appreciate your cooperation. 

Baby-OSCAR Recruiting Sites



GDPR 2018 – Document update
To comply with the GDPR 2018 we have updated our PILs, Consent Form and the Withdrawal 
Form, which have been sent out to sites along with other study documents:
• Protocol on IMP administration & dilution 

(optional supplement) + Addendum
• ECHO Worksheet
• 2 year follow-up hospital poster for public display
• Guidance sheet 1: Recruitment and Obtaining 

Informed Consent
• Guidance sheet 2: Randomisation

• Guidance sheet 3: IMP
• Guidance sheet 4: Completion of CRFs
• Guidance sheet 6: Pharmacovigilance and safety 

monitoring
• Form 4: 36 Week Form
• FAQs

Thank you to all who confirmed receipt and updated their Investigator Site Files and Pharmacy Files.

Update from Collaborators’ Meeting 
Around 40 clinicians and nurses from 23 recruiting sites met at 
the Teesside University in Darlington on 12th September 2018 
to discuss trial progress and the way forward. The programme 
was packed with hot topics and we would like to thank everyone 
who attended for their active participation and contributions. The 
presentation slides and summary notes from the meeting with 
useful tips have been circulated and are available on request.

Top tips on ECHO Screening and Consent
• Taking of informed consent requires a flexible, pragmatic and opportunistic approach (e.g. sometimes mum 

isn’t around for consent but the ECHO can be done, while another time it’s the other way round)
• Re-ECHO where possible within the 72 hours from birth
• You don’t need the informed consent to do the ECHO as it’s a clinical check to identify the presence of a 

large PDA (check and discuss your local process)
• Promote inclusive culture in your unit/team and explore new ways
• Know who are your ECHO trained staff (posters, WhatsApp group) 
• Consider ECHO screening as part of neonatal training – ECHO is an additional skill for neonatologists

How can you increase equipoise?
• Team agreement, promote the trial as part of hospital research
• Regular weekly team meetings
• Reason with people; show and remind them of the evidence
• Raise Baby-OSCAR profile on hospital notice boards
• Promote ownership, agreement and teamwork
• Show that your team is involved (share photographs, 

twitter feeds of recruitments successes, hospital 
newsletters)

The James Cook University Hospital Site 
perspective
The PI at James Cook University Hospital, Prof 
Jonathan Wyllie has kindly shared with the 
Collaborators their local tips and strategies for 
boosting recruitment. Get inspired from this colourful 
slide full of ideas.



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

If you have any questions or concerns please do contact the trial team at the NPEU.
Marketa Laube, Trial Manager, 01865 617965, baby-oscar@npeu.ox.ac.uk

Thank you for your continued hard work in support 
of the Baby-OSCAR Trial.

House Keeping 
Data Transfer – Use secure email 
Do not send us any documents containing patient identifiable information to the 
baby-oscar@npeu.ox.ac.uk email; this constitutes a data security breach and will require an incident 
raised and escalation to our head of IT for risk assessment. If you need to send us confidential 
information (consent forms, CRFs, contact details, discharge letters, etc.) please send them 
to the secure nhs.net email orh-tr.babyoscar@nhs.net.

IMP accountability logs: Send us completed Section A first indicating ampoules used; do not 
complete Section C until we authorise destruction in Section B.

ECHO uploads: Please remember to upload the randomisation ECHO images to the secure nhs 
portal (https://nthftftp.nth.nhs.uk). To date we only have confirmations of uploaded images for 42 
babies. Matilda is contacting sites that have not uploaded any images yet as the ECHO review is 
now underway. 

Baby transfers: We have 113 approved continuing care sites taking part in Baby-OSCAR. Do keep 
us informed about every baby transfer; this is very important in order to collect the primary outcome 
data in a timely manner. Please also let us know about any potential transfers.

New Consent Form 
What to look out for


