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POTENTIALLY 
ELIGIBLE

No 
indication 
or contra-
indication 

to TXA

Legally adult 
(if <18, must 

have 
guardian 
present)

Hb <10 
g/dL

Already in 
active 
labour

Planned 
vaginal 
birth

After a women as been admitted, an initial assessment of eligibility should be carried out

Review woman’s medical records and check the woman has/is:

INITIAL ASSESSMENT OF ELIGIBILITY (BEFORE DELIVERY)



IF POTENTIALLY ELIGIBLE

Assemble the following 

• Woman’s medical records

• Trial Screening logbook

• Participant Information Sheet and Informed Consent 
Form

• WOMAN-2 Consent Labels

• WOMAN-2 Medical Records Labels

• Case Report Form (CRF) Booklet

POTENTIALLY 
ELIGIBLE

OBTAIN AGREEMENT / CONSENT AS APPROPRIATE 



DOCUMENTING INITIAL ASSESSMENT OF ELIGIBILITY 

• Complete trial screening logbook and assign a 5-digit participant 

screening number:
• Each woman will have a unique Screening ID Number in the 

format of: XXX - XXXXX
• The first three digits correspond to the Site ID Number
• The following 5-digits correspond to the Participant 

Screening Number. This number should be allocated to 
women in SEQUENTIAL ORDER

• In the Trial Screening Logbook you only need to enter the 
5-digit Participant Screening Number (column 1)

• Fix the WOMAN-2 medical records cover label to the front of the 

woman’s medical records and complete

• Complete sections A-G of the Baseline Form  in the participant's CRF 

booklet before randomisation 



The Trial Procedures File, section 6:
• Initial assessment of eligibility and baseline 

data collection, guidance number 6.2.

FOR FURTHER GUIDANCE SEE:



Clinical Trials Unit
London School of Hygiene & Tropical Medicine

Keppel Street, London WC1E 7HT

Tel: +44(0)20 7299 4684
Email: woman2@Lshtm.ac.uk
Website: woman2.Lshtm.ac.uk
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