
Big Baby Recruitment Processes for NHS Maternity Research Teams Adhering to Social Distancing Guidance. 
Many NHS Trusts have declared Critical COVID status whereby the Maternity Research team are being encouraged, where possible, to work from home to comply with social distancing guidance. 
This guidance should be used in conjunction with the Guidance on Taking remote Informed Consent.
Having maternity research teams working from home impacts the process of witnessing remote informed consent and impacts clinician’s access to eligibility forms for completion. This document sets out the process to be followed to facilitate recruitment in these situations.
Remote witnessing of verbal informed consent
If the witness is present in a different location to the person taking informed consent, witnessing verbal informed consent can be done remotely using  the Trust’s approved videoconferencing facility (e.g. Microsoft Teams), where the doctor or midwife taking the informed consent and the witness are videoconferencing.
The person taking informed consent will sign the main copy of the Big Baby verbal informed consent form and the witness will send an e-mail confirming that the process was witnessed to the doctor/midwife taking the consent. The e-mail should be sent from an NHS.net, or Trust e-mail account and include the participant study number and the date and time the consent was witnessed.  The e-mail will be stored with the signed informed consent form and both documents together will constitute the verbal informed consent. The witness should retain a copy of this confirmation e-mail.
Eligibility
Doctors may discuss the trial with a potential participant, either face-to-face or by a telephone appointment. Where possible the CRF eligibility pages should be available pre-printed for the doctor to complete immediately after discussing the trial with the potential participant. If this is not possible, and the research midwives are working from home, and there is no-one present at site to ensure that the eligibility pages on the CRF are completed, doctors can confirm eligibility electronically to the research midwife, and complete the CRF pages and Essential Recruitment Document at the earliest opportunity. If the doctor confirming eligibility is not available to physically sign off the eligibility forms, this may be authorised by the Principal Investigator.
On the Eligibility page, the ’Date signed’ field on the CRF/database will have the date of electronic confirmation of eligibility entered. A handwritten comment on the CRF page will be added detailing when the page was physically signed and the date of electronic confirmation of the eligibility the e-mail confirming eligibility will be stored alongside the CRF page. This will be documented in the participant’s medical notes. 
The Essential Recruitment Document will be signed at the earliest opportunity, noting the date electronic approval was given and the date the form was physically signed.
Confirmation by the obstetrician in charge of the woman’s care
If the research midwife is not able to have the Essential Recruitment Document  physically signed by the obstetrician in charge of the woman’s medical care before recruitment  into the trial, it is acceptable to receive verbal or e-mail confirmation of the approval. This will be documented in the participant’s medical notes and the Essential recruitment Document will be signed at the earliest opportunity, noting the date approval was given and the date the form was physically signed.
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