3ASE

Withd rawals Observational

Parents/carers have the right to withdraw their baby from the study at any time.

When a parent expresses a wish to withdraw their baby from the study:

1.

If deemed appropriate, the clinical team should make time to discuss any potential
concerns or misconceptions related to withdrawal.

Record the decision on the Withdrawal eCRF on OpenClinica and within the baby’s
medical notes.

The eCRF includes a space to provide further information. This should include the reason
the parent(s) have decided to withdraw, if it has been provided.

Remember that parents do not have to provide any reason for their withdrawal and should
not feel any obligation to do so.

Reassure the parents that withdrawing will not affect their baby’s ongoing clinical care or
their care in hospital.

Halt data collection for the baby. Check with the BASE team if necessary what to do
regarding in-progress CRFs.

Data collected up to the point of withdrawal will be used in the study.
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