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APPENDIX 2 - CONSENT PROCEDURE OVERVIEW

Woman thought to be aged 18 years or older, admitted to hospital to give birth, with one or more

known risk factors for PPH. No indication or contraindication to TXA

YES NO

Willing to be considered for

inclusion in the trial and
fully competent to give valid N
informed consent?
If ineligible,
YES unwilling or not
<X 7 fully competent
to consent, do

/o Full information given to woman and \

written informed consent obtained by
researcher

e Baseline data collected

e Eligibility confirmed

*  Woman randomised and treatment
administered just prior to skin incision
for caesarean births (after draping) or

\ at crowning for vaginal births /

not include

Gvoman is unable to read or write:

\_

Explain the trial in the presence of an independent witness
Obtain mark (e.g. thumbprint) from woman
Independent witness must sign the form

In all cases:

Researcher obtaining consent must sign the consent form

File original consent form in Investigator’s Site File

Give copy of signed form to woman

File one signed copy in the woman’s medical notes

Consent process used should be documented in woman’s medical notes

/
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