Documentation
Copy of the participant information sheet, GP letter and informed consent form to be filed in the participant’s hospital notes and in the participant’s, maternity notes

Original copy of the consent form to be filed in the investigator site file

GP letter to be sent to the GP

Participant to receive a copy of the participant information sheet, informed consent form

Place a Big Baby Sticker on the maternity notes
Big Baby Trial Flow Diagram V3.0 04 March 2022


First Appointment


Give the woman the information sheet


Discuss the participant information sheet with the woman 


If Woman Agrees to Participate in RCT


Complete pages 2+3 of the CRF 
This needs to be sent to the Warwick CTU 


Ensure the eligibility checklist on page 3 of the CRF has been signed by a doctor on the delegation log 
This needs to be sent to Warwick CTU


Confirm centile >90th using the calculator 
https://bbticcaws.growservice.org/563867/


Doctor on delegation log to confirm eligibility and sign:
-Page 3 CRF 
-Page 2 Essential recruitment document


Doctor in charge of participants care to sign that they are happy for the participant to participate in the trial 
Essential recruitment document page 2


Participant to sign the RCT consent form
Doctor or midwife on delegation log to also sign


Complete baseline information
(Page 5 + 6 of CRF - or enter directly onto database)


Ask the participant to complete the baseline questionnaires


Score the Edinburgh post natal depression score 
If ≥13 or question 10 anything other than never please action
 Send the baseline questionnaires to Warwick CTU


If randomised to induction book induction


Enter the delivery details into the database or onto the CRF
(if paper send to Warwick CTU)


Once delivered


Complete recruitment form (online or page 4 CRF) and randomise


If the woman is in the RCT scan the section of the delivery notes with delivery of babies head to body. 
Redact this completely and add the trial number. 
Send this to Warwick CTU 


30 Days post delivery 


Assess if any admissions since delivery for mum and baby. If so please complete 30 day readmission form on database or CRF. 

If in the RCT and mum or baby are readmitted please complete an SAE 




