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	The Big Baby Trial

Essential Recruitment Documentation 
(Source Data) 

	

	Participant’s Screening Number
	S
	
	
	
	
	
	
	
	

	

	Participant’s Study Number
	
	
	
	
	
	
	
	

	Obstetric unit name 
(N.B. please do not write the name of the Trust)
	




This document is for site use only. Do not send to the Big Baby Trial Team. 
Please file in the patient’s medical records




If you have any queries please contact the Big Baby Trial team:

Telephone: 02476 573341 or 02476 523858  

Email: BigBaby@warwick.ac.uk
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	Participant’s Screening Number
	S
	
	
	
	
	
	
	
	

	

	Study Number
	
	
	
	
	
	
	
	

	All boxes in this checklist should be completed for both the RCT and cohort participants

	1. Recruitment Checklist	

	Item
	Date
	Name
	Signed
	GMC number

	Please sign to confirm that the participant has received the participant information sheet between 28+0 to 38+0 weeks gestation
	
	
	
	

	Please sign to confirm that the participant has had an information giving session about the trial and the patient information sheet from research staff delegated to do so on the delegation log. 
	

	
	
	

	Please sign to confirm that the GROW centile is >90th using the perinatal institute centile calculator from 35+0 – 38+0.
https://bbticcaws.growservice.org/563867/
	
	
	
	

	For the obstetric team in charge of the patients care (consultant or registrar): 
Please sign to confirm that you are happy for this patient to participate in the Big Baby Trial
 (The doctor signing this box can sign from >28weeks gestation, they do not have to be on the delegation log or GCP trained)* 
	
	
	
	

	For the doctor on the delegation log: 
Please sign to confirm that eligibility has been confirmed by yourself between 35+0 - 38+0. 
NB: Please also sign page 4 of the CRF to confirm eligibility.
	
	
	
	

	*The safety of the woman and baby is paramount. If the clinical situation changes after confirmation was signed by the doctor in charge of the patient’s care this takes priority over the trial.  




	Participant’s Screening Number
	S
	
	
	
	
	
	
	
	

	

	Study Number
	
	
	
	
	
	
	
	

	

	Only once the above has been complete and signed the following can happen in this order. 


	Item
	Date
	Name
	Signed
	

	Consent for the trial (both randomised trial and cohort study).
	
	
	
	

	Baseline data collected on the CRF / database.
	
	
	
	

	Randomise, if consented to do so.
	
	
	
	

	If randomised to induction, book induction.
	
	[bookmark: _GoBack]
	
	

	

	



	2. Participant Information Sheet

	Date full trial Participant Information Sheet was offered
	
	
	/
	
	
	/
	2
	0
	
	

	
	dd/mm/yyyy

	Does the woman understand spoken English?
	Yes
	
	
	No
	

	Was an interpreter required?
	Yes
	
	
	No
	

	If an interpreter was required, which language was provided?
	

	Does the woman understand written English?
	Yes
	
	
	No
	

	Are translated documents required?
	Yes
	
	
	No
	

	If translated documents were provided, which language was provided?
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