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Part I - Presentation overview

STUDY OVERVIEW

- Background information

- Current practice & hypothesis

- Study objectives

- Study Design

- Primary/secondary outcomes

- Inclusion/exclusion criteria

- Randomisation

- Surfactant administration

- Health questionnaires

- Remote follow up

- Withdrawals

STUDY PROCEDURES

- Study Protocol

- Screening & eligibility check

- Informed consent procedure

SAFETY REPORTING

- Definitions

- SAEs & reporting

- Incident reporting & breaches

HOSPITAL TRANSFERS
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Safety Reporting & Hospital Transfers



Background & rationale for study

Gestational age 
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Live births by week of gestation 
(England and Wales 2020)

Very preterm: 9,667
Late preterm: 32,608
Early Term: 144,051 

176,659



Neonatal Morbidities

• Common

• Relatively unrecognised until the last 10 -15 years

• Generally less severe than very preterm counterparts

• Often managed like full term infants

• Around 30-40% need specialist neonatal input 

• Mostly related to poor feeding and metabolic immaturity

Boyle et al. Arch Dis Child Fetal Neonatal Ed 2015

• Substantial burden of respiratory disease

• Most common diagnosis is RDS



Current practice

• Variable between and within neonatal units

• Some clinicians treat early with surfactant to prevent 
deterioration

• Some prefer to adopt a ‘watch and wait’ approach

• No defined limits for intervention

• No evidence for either approach

• Both can be regarded as “standard care”

• No RCTs in this group of babies



Potential impacts of different 
approaches to management

• Prolonged separation of mother and baby

• Prolonged hospital stay

• Decreased successful breastfeeding

• Increased psychological stress for mother and family

• Transfer for higher level of care

• Higher costs of neonatal care

• Long-term respiratory problems?



Early, proactive management of respiratory disease 
will 

• reduce the progression to severe respiratory failure 
requiring mechanical ventilation 

• reduce length of hospital stay

• reduce early hospital readmissions

• reduce costs of neonatal care



Paving way for 
evidence-based 

medicine

Practice varies 
widely across 

NNUs in the UK



Study Objectives

• To compare duration of neonatal hospital stay in infants 
randomised to receive early surfactant versus those who 
received expectant management

• To compare incidence of severe respiratory failure in 
infants randomised to receive early surfactant therapy 
versus those who received expectant management

• To investigate the effects of early surfactant therapy versus 
expectant management on perinatal secondary outcomes

• To investigate the cost-effectiveness of early surfactant 
therapy versus expectant management



Study Design & Summary

 Study Design

Multicentre, open-label, randomised 
controlled trial

 Study Arms

Expectant management 

Early surfactant therapy

 Sample Size

1,522 infants across UK in NICUs 
and LNUs.

SCUs are also now included 
following Substantial Amendment 
07 approval

 Recruitment period

30 months of active recruitment was 
planned; Trial end date will be advised

 Follow up

Remote FU with no direct contact with 
participants at one year of age, 
corrected for prematurity

 Team

Study Coordinating centre – NPEU 
CTU, University of Oxford 

Sponsor – University of Leicester

Funder – NIHR HTA Programme



Primary outcomes

1. Length of infant’s hospital stay after birth, defined as,

the number of days from birth to discharge home 
from hospital

2. Incidence of severe respiratory failure, defined as,

sustained (≥ 30 minutes) requirement for FiO2 ≥ 0.45 
to maintain SaO2 ≥ 92% 



Perinatal clinical outcomes

• Duration of NNU stay
• Intensive care support
• Mechanical ventilation
• Non-invasive respiratory support
• Pulmonary air leaks requiring 

chest drain
• Days of mother-infant separation
• Breast milk feeding
• Late onset sepsis
• iNO and ECMO therapy
• Respiratory diagnoses
• Surfactant administration
• Maternal length of hospitalisation

Secondary outcomes

Health economics

• Cost of maternal hospitalisation
• Self-reported maternal health-

related quality of life
• Costs associated with neonatal 

care
• Paediatric secondary care use 

and associated costs



Study Criteria

Inclusion criteria

1. Born at 34+0–38+6 weeks of gestation

2. ≤ 24 hours old

3. Respiratory distress, defined as:

• FiO2 ≥ 0.3 and < 0.45 to maintain 
oxygen saturations SaO2 ≥ 92% 

or

• Clinically significant work of 
breathing, regardless of FiO2

4. Clinical decision to provide non-invasive 
respiratory support

5. Written parental informed consent

Exclusion criteria

1. Major structural or chromosomal 
abnormality

2. No realistic prospect of survival

3. Prior intubation and/or surfactant 
administration

4. Known or suspected hypoxic ischaemic 
encephalopathy

5. Congenital abnormality of the respiratory 
tract

6. Known or suspected neuromuscular 
disorder
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Safety Reporting & Hospital Transfers



Current Protocol:

SurfON Protocol V6.0
Dated 31 March 2022



PROCEDURES

BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤ 24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures



Screening & Eligibility Checks

Maternity ward

Image courtesy: Bedford Hospital NHS Trust

Neonatal Units

Image courtesy: Telegraphy; Queen Charlotte & Chelsea Hospital



 Aim to approach parents early after infant’s admission, when respiratory distress occurs 
(can be before inclusion criteria reached)

 Women expected to deliver at 34-36 weeks may be made aware of the study prior to 
delivery, at the clinical team’s discretion. Liaise with maternity unit staff to make sure that 
they are familiar with the study

 Please include all pregnant women or infants screened in the Screening Log, even if 
they decline participation (avoid duplications!)

 Screening can be completed by any trained staff member

 However, eligibility will be reconfirmed at the point of consent & randomisation by 
delegated medically trained doctor & ANNPs

 Where parents do not have a good understanding of English, sites may use the 
translation and interpreting services, which they routinely use in clinical practice to 
communicate about the trial.

Screening & Eligibility Checks



Early Approach is Key!
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SurfON Posters & Stickers to act as visible 
approach/recruitment reminders!



Parent-friendly podcast for sharing



Early approach with parents 

Direct link for training staff members - https://www.youtube.com/watch?v=eOZuARryrK8
Website - https://www.npeu.ox.ac.uk/surfon/clinicians/training-materials

https://www.youtube.com/watch?v=eOZuARryrK8
https://www.npeu.ox.ac.uk/surfon/clinicians/training-materials


Training podcasts and further resources for use at internal 
training events, grand rounds etc:
https://www.npeu.ox.ac.uk/surfon/clinicians/podcasts
https://www.npeu.ox.ac.uk/surfon/clinicians/resources
https://www.npeu.ox.ac.uk/surfon/clinicians/training-materials

https://www.npeu.ox.ac.uk/surfon/clinicians/podcasts
https://www.npeu.ox.ac.uk/surfon/clinicians/resources
https://www.npeu.ox.ac.uk/surfon/clinicians/training-materials


Roll up Banner & Posters



PIL will be personalised to include local contact details for the site

Participant Information Leaflet (PIL) 
V3.0 27th May 2020



Participant Information Leaflet (PIL)

One PIL for use across nations - Scotland, England, Wales & Northern Ireland
Available on SurfON website - https://www.npeu.ox.ac.uk/surfon

https://www.npeu.ox.ac.uk/surfon


PROCEDURES

BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤  24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures



Informed Consent

• Consent and randomisation should be carried out ≤ 24 hours of birth.

• Final assessment of eligibility of the infant for SurfON, must be confirmed by 
delegated clinician or ANNP at the point of randomisation. 

• Clinicians, ANNPs & nurses can obtain consent, but do check if this is in line 
with your trust policy. The staff member must be signed off by the local Principal 
Investigator (PI) on SurfON Site Delegation Log to perform this responsibility 

• Parents are made aware that participation is voluntary

• Parent with legal parental responsibility for the infant must sign consent to the 
study. Where the mother is under 16 years of age, she may be approached for 
consent by the medical team, if she is determined to be competent according to 
the Fraser Guidelines.



Original in the Investigator Site 
File (ISF);

1x copy to be given to the Parent 
and 1x copy to be stored in the 

infant’s medical notes. 

After consent, obtain a Study No 
from the Randomisation website 

and write Study No here

Differentiate between multiples 
(for example, infants can be 
named as TWIN ONE, TWIN 

TWO). 

Where first name is not yet 
confirmed, write down as Baby.

Initial the box, not tick

Both the parent providing 
consent and the health 

professional taking consent 
must be on the same date.

Mother should counter-sign 
even if the other parent provides 

consent initially

Consent to complete 
questionnaire does not affect 
taking part in the main study 

Optional consent and can be left 
blank if they do not wish to be 

contacted in the future

V4.0 31st Mar 2022



Original in the Investigator Site 
File (ISF);

1x copy to be given to the Parent 
and 1x copy to be stored in the 

infant’s medical notes. 

A clear scanned copy of the original should be uploaded via the NPEU Document Upload Tool 

After consent, obtain a Study No 
from the Randomisation website 

and write Study No here

Differentiate between multiples 
(for example, infants can be 
named as TWIN ONE, TWIN 

TWO). 

Where first name is not yet 
confirmed, write down as Baby.

Initial the box, not tick

Both the parent providing 
consent and the health 

professional taking consent 
must be on the same date.

Mother should counter-sign 
even if the other parent provides 

consent initially

Consent to complete 
questionnaire does not affect 
taking part in the main study 

Optional consent and can be left 
blank if they do not wish to be 

contacted in the future

V4.0 31st Mar 2022



Administer Trial Entry Questionnaire 

Both Trial Entry and Trial Discharge questionnaires should be entered onto OpenClinica; 
Original should be filed in the Data Collection File

 Questions related to quality of life & breast feeding

 Different colours used in the two questionnaires – 1x Trial Entry (purple); 1x 
Discharge (green); Booklet format

 If the mother has delivered multiple infants, a questionnaire should be 
completed for each infant, for example, if the mother has delivered twins, she 
would complete 2x Trial Entry Questionnaires. 

V4.0 31st Mar 2022



Provide Thank You Card

SurfON Cot card

SurfON Randomised Sticker



PROCEDURES

BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤ 24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures



Randomisation
1:1

Expectant

Management

Early Surfactant 
Therapy≤ 24 hours birth

Multiples randomised 
to the same arm 

Randomisation 

 Final assessment of eligibility of the infant for SurfON, must be confirmed 
by delegated clinician or ANNP at the point of randomisation. 

 Randomisation Website -https://rct.npeu.ox.ac.uk/surfon/login.php

https://rct.npeu.ox.ac.uk/surfon/login.php


Randomisation 

Randomisation Website -https://rct.npeu.ox.ac.uk/surfon/login.php

https://rct.npeu.ox.ac.uk/surfon/login.php


Centre Log-in will be provided after completion of training 



After you click Continue,
check that the data are correct. 
If any information is incorrect, click 
“Amend” and enter the corrected 

information before clicking 
“Complete”.



Study number obtained here should 
be entered on the consent form & 
any other associated documents 

such as the questionnaire



Contact Details Form 



Contact Details Form 

 Important to record infant & mother’s healthcare number, email address, 
postal address and phone number

 Trial Entry Form (in Openclinica) is completed after Randomisation
Further details in Part II – Data Management

Email ID is often 
missing !



Respiratory Support Log



Reports on the primary outcome for the study !



1. Reports on the primary outcome for the study!

2. Completed for all infants after randomisation, for 
every day that the infant is on any form of 
respiratory support, including oxygen only.

3. Please ensure the paper copy of the log is 
correct as this is the source data – if amended 
due to discrepancies found during SDV or when 
completing OC data entry, all, corrections should 
be GCP compliant manner, e.g. changes should 
be initialled and dated. 

4. Paper copy should be kept by the cot side (7-day 
booklet)

5. An entry should be made every 4 hours. This can 
be completed by any staff member but will be 
signed off by delegated staff member at the end of 
each page.

6. If an infant is recorded as ‘Breathing in air’ for a full 
24 hour period, the Respiratory Support Log can 
stop being completed. It should be re-started, if 
further respiratory support becomes necessary. Do 
not stop completion of the log as soon as the 
infant begins to breath in air!!

7. Data should be entered on OpenClinica; Please do 
not mark as ‘complete’ on OpenClincia until infant 
is discharged home!

Any mistakes noted on the paper Respiratory Support Log should be edited in a GCP compliant manner, dated, 
initialled, and explained (if necessary)
The edit should not obscure the original entry (i.e. an audit trail should be maintained);
The original log should be filed in the Data Collection File
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PROCEDURES

BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤ 24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures



Early Surfactant Therapy group

In order to ensure sufficient separation between the two study groups, 
it is essential that for infants in the 

Early Surfactant Therapy group, Surfactant is given 
as early as possible, after randomisation.

Any deviation from this guidance should be at the discretion of the attending clinician, 
following assessment of the infant’s clinical condition. 

Note: This is not a withdrawal from the study



Expectant Management group

Infants in the Expectant Management group should, where possible, be maintained on 
non-invasive respiratory support alone, at least until a more severe disease threshold is 

reached, defined as, 

Image courtesy: Getty images

Why is this 
guideline 

important?

sustained (≥ 30 minutes) requirement for FiO2 ≥ 0.45 to maintain oxygen 
saturations (SaO2) ≥ 92% 

This threshold has been determined by clinicians in line with current known variation in 
clinical practice. It helps ensure sufficient separation between the two study groups. Any 

deviation from this guidance should be at the discretion of the attending clinician, 
following assessment of the infant’s clinical condition. 

Note: This is not a withdrawal from the study



• IMP is CUROSURF®

• Single dose as per the SmPC (100–200 
mg/kg (1.25–2.5 ml/kg) in the Protocol

• Dispensed from the hospital stock 
through routine prescription

• Clinician or advanced nurse practitioner 
can administer IMP as per local site 
policy and procedure (no need to be 
trained/delegated to work on SurfON as 
this is standard care)

Surfactant administration



Methods of Surfactant administration

• Surfactant should be administered as per local site policy and 
procedure (for eg- LISA, INSURE etc); No study-specific requirements

LMA 

LISA (Vygon- Surfcath)

Medicina Surfactant kit 
(VL guided thin cath)



Data collection

• Primarily using e-CRFs on Openclinica

• Trial Intervention Form is completed for all infants, regardless of 
which study arm they are randomised to.

• Important to maintain Respiratory Support Log once infant has 
been randomised to either trial groups (primary outcome)

• Further details on data collection will be discussed in Part II –
Data Management



PROCEDURES

BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤ 24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures



Administer Trial Discharge Questionnaire 

 Administer when the ‘infant’ is discharged home remembering to enter onto OpenClinica – file 
in the Data Collection File

 Outcomes Form completed on OpenClinica

V4.0 31st Mar 2022

*SurfON Stickers to act as reminders (or) add a reminder note on electronic notes!
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BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤ 24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures



Remote follow up – Health Economics

-Follow up to occur between 
infant discharge home and one 
year of age, corrected for 
prematurity

-Paediatric secondary care use 
and associated costs 

-Using routine national databases

- No direct contact with 
participants

NHS Digital – Hospital 
Episode Statistics

*The National Health Service 
Central Register (NHSCR) -
Hospital Activity Statistics

*Northern Ireland Electronic 
Care Record (NIECR)-Hospital 

Activity Statistics

*NHS Wales Informatics Service-
Patient Episode Database for Wales

*databases to be confirmed



PROCEDURES

BEFORE TRIAL 

ENTRY
AFTER TRIAL ENTRY

Screening Baseline Randomisation Intervention Data collection

Within ≤ 24 hours of birth
Post-

randomisation

At hospital 

discharge

At one 

year of 

age

Eligibility 

assessment
X

Informed consent X

Randomisation X

Surfactant 

administration
X

Questionnaires X X

Perinatal clinical 

data collection 
X X X X

Follow-up data 

collection using  

routine national 

database 

X

Adverse events 

assessments (SAEs, 

SUSARs etc)

X X X

Schedule of Trial Procedures

Any Questions?



Withdrawals
• Need for additional respiratory intervention for infants in 

the Expectant Management group (or) decision to not 
administer surfactant in the Early Surfactant Therapy 
group does not constitute to withdrawal

• Right to withdraw from the study at any time, however, 
data collected up until the point of withdrawal will be 
retained (GDPR). Withdrawals can also occur because of 
other reasons

• Document withdrawal in medical notes; Ask for 
permission to continue with data collection from infant’s 
and mother’s medical notes and also remote follow up 

• Check whether parents would like to receive study 
results 

• Withdrawal Form is completed on Openclinica



PART I – Study Overview & Procedures

Safety Reporting & Hospital Transfers



Adverse Event (AE)

• Any untoward medical occurrence in a participant to whom an 
investigational intervention has been administered, including occurrences 
which are not necessarily caused by or related to that intervention

Serious Adverse Event (SAE)

• Any adverse event that:
• Results in death
• Is life-threatening
• Requires inpatient hospitalisation or prolongation of existing 

hospitalisation

• Results in persistent or significant disability/incapacity

• Is a congenital anomaly/birth defect

• Other important medical events



• Any occurrences that fit the definition of an SAE

SAEs for reporting

In particular, the following events will need to be reported:

• Death

• Transfer to another hospital related to early respiratory 

management

- for escalation of care

- for neonatal intensive care because of lack of intensive 

care cot capacity in the NICU or LNU of birth

(Please note that transfers for a lower level of care (SCU) or for reasons 

unrelated to respiratory management do not need to be reported as an SAE) 

• Serious complication of ETT intubation such as hypoxia 

resulting in encephalopathy

• Severe pulmonary haemorrhage

• Severe intracranial haemorrhage



SAE reporting

• The Principal Investigator (PI) and site study team have responsibility for 
safety reporting at their site. They must inform SurfON Study Team of all 
SAEs that occur, and of other relevant safety issues

• SAEs must be reported as soon as possible and within 24 hours of 
the site becoming aware of it 

• Any member of the team can report SAEs, however do not wait for the 
causality assessment to be completed

• SAEs should be reported from randomisation up until infant’s discharge 
home

• SAEs can be reported by phone, email or online

• In the case of out-of-hours reporting, please 
phone 0800 1385 451.



Report using SAE Report Form



SAE Report Form on OpenClinica
– Initial Report

SF_10001: Serious Adverse Event Report Form



SAEs that do not need reporting

These are pre-defined study outcomes in the study population and as such 
will only be recorded on the case report forms but not expeditiously reported

• Pulmonary air leaks (pneumothoraces or pneumomediastinum)

• Late onset sepsis

• Need for mechanical ventilation via an ETT

• Extra-Corporeal Membrane Oxygenation (ECMO)

• Inhaled Nitric Oxide (iNO)

• Common minor deviations from normal haematological values, including 
anaemia and thrombocytopenia

• Common minor deviations from normal biochemical values including 
hyponatraemia, hyperbilirubinaemia, and hypoglycaemia

• Patent ductus arteriosus

These are foreseeable occurrences in this population of infants and as such 
do not require reporting as SAEs



SAE causality assessment

 Any member of the team can report SAEs, however causality assessment (question 
17) should be done by delegated members of the team (recorded on delegation log). 

-If a suitable person is not available, DO NOT WAIT FOR THIS ASSESSMENT TO REPORT THE 
SAE. Complete the form and send to SurfON Study Team asap without this information, and 

complete the causality assessment section as soon as possible.

-We recommend more than one person is delegated to complete causality assessment to cover 
any absences



For SurfON, the assessor must refer to the 
latest approved SmPC as per SurfON 
Protocol (28 June 2018) in order to 
assess expectedness. 

If the SAE is related to the IMP and the 
event is unexpected (i.e. is not consistent 
with SmPC) then this is a SUSAR. 



SAE – Follow up information

On receipt of new relevant or missing information, site staff can 
either use the previously reported form to send the information (or) 
use a new SAE report form

 If using previously reported form, new information should be added 
in a GCP compliant manner

- For eg, if adding new information, it should be made clear who has 
added the information and when it was added by signing initials and 
date next to each of the new entries made; If adding minimal data, for 
eg, end date, this could be added to existing SAE report form; 
Extensive information should be on new SAE form.

This is applicable to both electronic (OpenClinica) or paper 
reporting form



SF_10002: Serious Adverse Event Report Form

SAE Report Form on OpenClinica
- Follow up Information

Follow up information should be provided until the SAE is resolved (although further 
follow up information may be still be provided after this)



Incident Reporting



• What is an incident? It can be defined as a deviation from:

- Protocol

- Trial procedures

- Good Clinical Practice

- Regulatory requirements

Incidents & Breaches

1. Parent consented by someone not on the delegation log

2.   Old version of a form used

Incidents and protocol deviations will be defined as a serious breach if 
the incident is likely to affect to a significant degree either:

• The safety, physical or mental integrity of the subjects of the trial

• The scientific value of the trial



Report these as soon as possible using Incident and Deviation Form



Only Paper CRF available; Kept in the Site Documents Box

Email: Any incidents containing personal identifiable information 

should be uploaded NPEU CTU Upload Tool 

Phone: 01865 289 437/ 738 (or) 617 965   (office hours)

Keep one copy in the Investigator Site File

Incident Reporting



Data collection – in the case of Hospital Transfers



What to do in the case of Hospital Transfers?

 Notify the SurfON Study Team of any transfer as soon as it is considered; Internal transfers 
that could occur, for example, transfer from NNU to surgical ward within the same hospital 
site is not considered to be a hospital transfer.

 However, if the transfer occurs between different hospital sites under the same trust (example 
– between Royal Derby and Burton hospital under University Hospitals of Derby and Burton 
NHS Foundation Trust), please complete the Transfer Form in OpenClinica & Transfer Pack 
should be provided along with the infant; No additional approvals are needed to complete 
data collection as the REC approval is provided overall to the trust (to act as a recruiting site) 
under the PI. Responsibilities as the recruiting site will apply.

 If the transfer occurs between different hospital sites under different trusts (example –
between Royal Derby hospital under University Hospitals of Derby and Burton NHS 
Foundation Trust to Evelina Hospital under Guy’s and St Thomas’ NHS Foundation Trust), 
please complete the Transfer Form in OpenClinica & Transfer Pack should be provided 
along with the infant; Additional approvals will be needed for the transferred site to act as a 
Continuing Care Site. Study activities (e.g. administration of the intervention), data collection 
can only be carried out at sites that have the necessary approvals. It is to be noted that 
recruiting site is still responsible for collecting data and entering it on OpenClinica.

*Notify the SurfON Study Team of any transfer as soon as it is considered*



Data Collection – in the case of Hospital Transfers



SurfON Cot card

SurfON Randomised Sticker

SurfON Discharge Questionnaire Sticker

Important Note: Recruiting Site is responsible for collecting all data related to the 
participant and entering it on OpenClinica

Data Collection – in the case of Hospital Transfers

Primary 
Outcome



 If the transfer to another hospital is 
related to early respiratory 
management

- for escalation of care

- for neonatal intensive care 
because of lack of intensive 
care cot capacity in the NICU 
or LNU of birth

- it must also be reported as a 
Serious Adverse Event (along with 
completion of Transfer Form on 
OpenClinica & provision of Transfer 
Pack with the infant)

 Please note that transfers for a lower 
level of care (SCU) or for reasons 

unrelated to respiratory management 
do not need to be reported as an SAE 

When does a Hospital Transfer become a SAE?

SF_10001: Serious Adverse Event Report Form





PART II  - Data Management 
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• DATA MANAGEMENT

• Case Report Forms

• How data is collected throughout the trial period

• Completing Screening Logs online

• Study database –Openclinica

• MONITORING & ARCHIVING



Case Report Forms (CRFs)

Paper CRF

Electronic CRFs

Web-based 24 hour service

Telephone

Email

Other modes of reporting



Description of the CRFs

SurfON CRFs

SurfON Randomisation Form

SurfON Contact Details Form

SurfON Trial Entry Form

SurfON Trial Intervention Form

SurfON Respiratory Support Log

SurfON Surfactant Form

SurfON Outcomes Form

SurfON Transfer Form

SurfON Withdrawal Form

SurfON SAE Report Form

SurfON Incident and Deviation Form 

Paper copy kept near 
infant’s cot side

Key: 
Paper CRFs available

e-CRFs available

Reported online, by 
phone or by email



Before trial 

entry

DATA COLLECTION

SCREENING & 

ELIGIBILITY 

ASSESSMENT

INFORMED

CONSENT

BASELINE RANDOMISATION

PIL to parent

Complete 

Screening Log

(randomisation

system)

Complete 

Consent form

Provide Trial Entry 

Questionnaire to 

mother

Randomisation form

(randomisation

system)

Provide 

Thank You Card

Contact details form

(randomisation

system)

Use Cot Card & 

SurfON Stickers

Trial Entry form 

Data Collection Overview



Before trial 

entry

DATA COLLECTION

SCREENING & 

ELIGIBILITY 

ASSESSMENT

INFORMED

CONSENT

BASELINE RANDOMISATION INTERVENTION AT INFANT’S 

HOSPITAL 

DISCHARGE

REMOTE 

FOLLOW UP

PIL to parent

Complete 

Screening Log

(randomisation

system)

Complete 

Consent form

Provide Trial Entry 

Questionnaire to 

mother

Randomisation form

(randomisation

system)

Trial Intervention 

form*

Provide Discharge 

Questionnaire to 

mother

At one year of 

age, corrected 

for prematurity

SurfON Study

Team conducts 

data collection 

using routine 

national 

databases with 

no direct contact 

with participants

Provide 

Thank You Card

Contact details form

(randomisation

system)

Respiratory Support 

Log*

Outcomes form

Use Cot Card & 

SurfON Stickers

Trial Entry form 

Note– *to complete for all infants regardless of which group they are randomised to

Data Collection Overview



Before trial 

entry

DATA COLLECTION

SCREENING & 

ELIGIBILITY 

ASSESSMENT

INFORMED

CONSENT

BASELINE RANDOMISATION INTERVENTION AT INFANT’S 

HOSPITAL 

DISCHARGE

REMOTE 

FOLLOW UP

PIL to parent

Complete 

Screening Log

(randomisation

system)

Complete 

Consent form

Provide Trial entry 

Questionnaire to 

mother

Randomisation form

(randomisation

system)

Trial Intervention 

form*

Provide Discharge 

Questionnaire to 

mother

At one year of 

age, corrected 

for prematurity

SurfON Study

Team conducts 

data collection 

using routine 

national 

databases with 

no direct contact 

with participants

Provide 

Thank You Card

Contact details form

(randomisation

system)

Respiratory Support 

Log*

Outcomes form

Use Cot Card & 

SurfON Stickers

Trial entry form 

Transfer 

Form 
Withdrawal 
Form

SAE Report 
Form

Incident and 
Deviation 
Form

Note– *to complete for all infants regardless of which group they are randomised to

Data Collection Overview

Surfactant

form



Important: Screening logs must be completed online on the Randomisation 

website on a monthly basis ! Centre log-in provided and not individual user log-in

https://rct.npeu.ox.ac.uk/surfon/login.php

Paper Screening Log is for internal use only 

(need not be submitted to SurfON study team)

https://rct.npeu.ox.ac.uk/surfon/login.php


• Data entry on OpenClinica can be completed only by trained & delegated staff

• Individual user log-in details will be given after training; Data queries & 
resolving them will be covered in the training (Note: Training log demonstrating 
training completion must be submitted to surfon@npeu.ox.ac.uk before log-in 
details can be provided)

• Training materials will be available to access from SurfON website 
(https://www.youtube.com/watch?v=tuCt48MUNDI) 

mailto:surfon@npeu.ox.ac.uk
https://www.youtube.com/watch?v=tuCt48MUNDI


Please do not create a Trial Entry form 
manually after randomising a baby. 

Randomisation website automatically ‘talks’ to 
OpenClinica to create this form for you.



2020-01-19

2020-01-20



1 9     0  1     2  0

1   0  0  1  8

2  0     0  1     2  0

Rachel 
Clark

Rachel 
Clark

Mary 
Abioye

Paper Log data entry would 
begin based on date and time 

of randomisation

Mary 
Abioye

Mary 
Abioye

Shalini
Nair

Rachel Clark Rachel Clark

Research Nurse 2 1    0  1    2  0

1



• Use the link provided to open OpenClinica for Site 1 (eg, Royal Derby Hospital), users can then 
see the option “Change” in the bar at the top of the screen (near the OpenClinica logo):

• Click on the “Change” link and you would then have the option to select Site 2 (eg, 
Burton hospital instead of Royal Derby Hospital). If you select site 2 and then click the Change 
button at the bottom of the page, you should be able to access data for recruits based at Site 2

OpenClinica access if the trust has multiple 
hospital sites that are recruiting 

Site name will appear here as 
options
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Central Monitoring & Site Visits

• Remote central monitoring is conducted routinely at monthly Project 
Management Group meetings 

• For eg, Surfactant administration, Consent Forms, Delegation log, 
Safety Reporting, CRFs etc are checked remotely

• Where Site monitoring is triggered, SurfON Study Team will liaise 
with the local staff member to arrange for a visit

• Site Monitoring Visit Report will be provided 

highlighting any issues / action plan 

• A copy of the report should be filed in the ISF



Archiving 

• Because our study involves minors under 18 
years old, essential documents should be 
archived for a minimum of 25 years

• Documents need to be stored in a way that 
preserves their accuracy, integrity and legibility, 
and restricts access to authorised individuals 
only

• No additional funding provided for archiving

• Ensure that the Investigator Site File (ISF) and all study documents are 
archived appropriately when notified by the Sponsor or SurfON Study 
Team and retained as required by the Protocol

• Essential study documents need to be archived once all study-related 
activity is completed and Clinical Trial Summary Report is available



PART III – Study Documentation & 
Administration
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SurfON Site Documents Box

Contents:
-Investigator Site File
-Data Collection File
-Extra copies of PIL, consent forms, 
Respiratory support logs, guidance sheets etc.

Study Documentation for Sites



• Study documentation – single copy
• Consent forms
• Training log
• Delegation log
• CV, GCP
• Approvals
• Sponsorship
• Agreements
• SmPC
• Site visits
• File notes
• Screening log
• Incident forms 

Investigator Site File (ISF)



• Study documentation – single copy
• Consent forms

• Training log
• Delegation log
• CV, GCP
• Approvals
• Sponsorship
• Agreements
• SmPC
• Site visits
• File notes
• Screening log
• Incident forms 

Investigator Site File (ISF)



Training Log

 Please ensure your training logs are routinely maintained & kept updated (for 
example- to document OpenClinica training or SurfON SIV training delivered locally)

 However, training logs are kept mainly at site for site reference. Please scan and 
send training log to surfon@npeu.ox.ac.uk

mailto:surfon@npeu.ox.ac.uk


Delegation Log



 Please ensure your local Principal Investigator (PI) has delegated responsibility (signed off) for staff 
on the SurfON Site Delegation Log; This is quite often missed therefore leading to reportable incidents 
& breaches.

 Associate PIs (NIHR scheme) cannot sign off other staff members in line with guidance. Co-PIs are 
able to sign off other staff members if delegated for that responsibility by PI.

 Multiple hospital sites (under a single NHS trust) can maintain separate delegation logs.

 Whenever the log is added to or updated, please remember to scan in the ‘entire log’ and send the 
updated log to surfon@npeu.ox.ac.uk. 

 Only GCP and CV for the PI, APIs, Co-PIs and lead nurse(s) are submitted to the SurfON Study team; 
Please maintain records locally for all other staff members and need not be submitted.

Delegation Log

mailto:surfon@npeu.ox.ac.uk


1. Please take care to complete and maintain 
your Site Delegation Log, to avoid incidents 
and serious breaches !

2. Site staff who have completed all the 
essential training related to SurfON should 
enter their details onto the log

3. Ensure that all the columns in the log are 
correct and complete, especially the 
responsibility codes

4. Insert the date for the ‘start date’ of your 
duties. However, only when the PI signs, the 
date of the PI’s signature indicates the 
start of your duties.

5. Do not strike through an entry on the log

6. If there is an error or you need to update an 
entry, then complete a new line for that 

individual in the log

7. If an individual is on the log, but then 
assumes a new responsibility e.g consent, 
don’t add a new responsibility code to their 
entry. You must complete a new line. In 
this instance, add an ‘end date’ to their 
previous entry and make sure the ‘start date’ 
of their new entry corresponds to the end 
date entered

8. Always maintain ‘end dates’ for any staff 
who leave – this is especially important if 
clinical staff rotate during the year

9. CV & GCP:
PI is responsible for collecting evidence of 
appropriate training for all other staff 
delegated to take part in the study activities

Site Delegation Log – Some Top Tips !



SurfON – common trial deviations !

Delegation Log 
• Delegation log erorrs
• Consent form errors
• Submitting personal identifiable 

information (eg, consent form) to 
surfon@npeu.ox.ac.uk instead 
uploading it on the NPEU CTU 
Document Upload Tool 

• Missed data collection (eg, 
respiratory support logs)

Incidents & deviations create administrative burden 
for both the sites and SurfON study team

Please get in touch with SurfON team for queries & 
routinely utilise SurfON website for guidance 
sheets & resources



SurfON Website- lots 
of useful resources..!



• Randomisation confirmation – print off from website 
• Mother’s questionnaires
• Respiratory support log – paper copy
• SAE forms
• Incident forms

Data Collection File

Note:
X No Pharmacy Site File
X No Accountability Logs
X No IMP labelling



https://www.brickunderground.com/live/introducing-new-baby-to-building

https://www.brickunderground.com/live/introducing-new-baby-to-building


- Recruitment was due to commence after March 2020
- COVID-19 impact & adverse impact on all research
- NIHR – review of all studies after COVID-19; SurfON being one of them
- SurfON went on pause from Feb 2022 to May 2022
- Recruitment recommenced 04 Jul 2022
- Inviting further NHS sites to register interest to participate (>45 sites)
- Key trial updates & dates will be advised 

SurfON trial plan & COVID-19 impact



SurfON recruitment phase

Target: 1,522 babies
at least 1-2 babies per month per site!



Recruitment 

Target : 1522

Study Status:  

Trial is open.

However, recruitment is 

currently on hold and is 

expected to resume in July 

2022

Could YOU be our local Champion?

We are looking for SurfON Champions to help us recruit

at least

1-2 Babies Per Month at every site



NIHR CRN Associate Principal 
Investigator Scheme

SurfON has been enrolled on the



● Open to any doctor, nurses and AHPs willing to make a 
significant contribution to the conduct and delivery at a local 
level. The scheme is not open to those who are funded to 
work on research, such as Research Nurses.

● Participation in the Associate PI Scheme does not absolve 
local PIs of their responsibilities at site. Local PIs will act as 
mentors to their Associate PI.

● Commitment of at least 6 months will be required for gaining 
Associate PI status.

● Must register prospectively- retrospective recognition is not 
possible

Associate PI Scheme – Structure



Benefits of the Associate PI Scheme

For the Associate PI

• Experience of research - able to contribute to the conduct and delivery of a study at 

local level with the oversight of the local enthusiastic PI.

• Learns about the challenges and practicalities of delivering a portfolio study, 

understands the responsibilities associated with the PI role, and their participation is 

recognised through certification for their CPD portfolio.

• Associate PIs will be acknowledged in the primary publication(s) from the study, which 

will be defined upfront on an individual trial basis.

For the PIs
• Additional support with the delivery of the study
• Play a part in developing the PIs of the future

For CTUs
• Increased support for the trial at sites- managing delegation logs etc
• Speedier delivery

For the Patients
• Increased opportunities to be involved in high- quality research



Associate PI Scheme - How to Register

Go to the NIHR Associate PI Scheme Website : 
https://www.nihr.ac.uk/documents/associate-principal-investigator-pi-scheme/25040

To register yourself as an Associate PI, complete the Associate PI Scheme Applicant 
Registration Form

https://www.nihr.ac.uk/documents/associate-principal-investigator-pi-scheme/25040
https://docs.google.com/forms/d/e/1FAIpQLScv5XTwVbbRNXhru1jDU70u1bE8xw3UaHW2XCoYmQ4FIXgcvQ/viewform
https://docs.google.com/forms/d/e/1FAIpQLScv5XTwVbbRNXhru1jDU70u1bE8xw3UaHW2XCoYmQ4FIXgcvQ/viewform


What we request from you?

• Delegation & training logs 

• CV & GCP for relevant staff

• OpenClinica & Randomisation website training & SIV (study training) to be 
completed 

• Team photo requested 

• mNCA (Per Participant Payment) agreement signature (tripartite)

• Local R&D Capacity & Capability confirmation to recruit at least 1-2 Babies Per 
Month per site 

• SurfON team will provide regular updates on key trial progress

• Ensure team are trained and enough members are delegated to conduct trial 
activities, improve local trial awareness/training using materials on website

• Sponsor Green Light (SGL) will be issued for new sites before recruitment can 
commence. Recruitment can begin only after SGL

SurfON recruitment phase



NPEU CTU, University of Oxford

• Pollyanna Hardy (Director, NPEU CTU)

• Charles Roehr (Clinical Director, NPEU CTU)

• Christina Cole (Senior Trial Manager)

• Ann Kennedy (Assistant Trials Manager)

• Andy King (Head of Trials Programming)

• David Murray (Senior Trials Programmer)

• Kayleigh Stanbury (Head Of Operations)

• Joy Wiles (Quality Assurance Manager)

• Richard Welsh (Senior Software Developer)

• Madeleine Hurd (Data Manager)

Co-Investigators

• Marie Hubbard (Neonatal Research Nurse)

• Ed Juszczak (Medical Statistician)

• Oliver Rivero-Arias (Health Economist)

• Ben Stenson (Neonatologist) 

• David Sweet (Neonatologist)

• Bliss Charity



Out-of-Hours Helpline:

In the case of urgent out-of-hours queries, 

please phone 0800 138 5451. 

When you call this number (freephone), you will be put through to a 
call centre which provides 24-hour emergency support. They will 
ask for the following before they can address your query: 

1. your name 
2. the hospital you are calling from 
3. your full phone number 
4. the name of the trial (SurfON) 



SurfON Study Team

NPEU Clinical Trials Unit
University of Oxford
Old Road Campus
Headington
Oxford OX3 7LF

P: 01865 289437/ 289738/ 617965
E: surfon@npeu.ox.ac.uk
W: www.npeu.ox.ac.uk/surfon

@SurfONtrial https://twitter.com/SurfONtrial

#surfontrial

Thank you for listening

Questions?

mailto:surfon@npeu.ox.ac.uk
http://www.npeu.ox.ac.uk/surfon
https://twitter.com/SurfONtrial
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