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INITIAL ASSESSMENT OF ELIGIBILITY (BEFORE DELIVERY)

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:

Legally adult No
Planned Already in (if <18, must indication
vaginal active have or contra-
birth labour guardian indication
present) to TXA

POTENTIALLY
ELIGIBLE



IF POTENTIALLY ELIGIBLE

Assemble the following
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TRIAL SCREENING LOGBOOK
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* Woman’s medical records

MEDICAL RECORDS COVER LABEL

* Trial Screening logbook

icipate in the 17
woman's medical records

* When verbal agr
document the detai

e Participant Information Sheet and Informed Consent

> When fully informed consent has been cblaln
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It Is up to you to decide to take part in this
study or not. If you choose not to take part,
your doctors and midwives will give you the
usual care given at this hospital.

OBTAIN AGREEMENT / CONSENT AS APPROPRIATE

R

POTENTIA

LLY

ELIGIBLE

| DO NOT REMOVE ANY PAGES FROM THIS BOOKLET

This booklet contains all case report forms {CRFs] needed for a trial participant:

Form name
Baseline form
Outeome form

Adverse event form
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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
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TRlAL SCREENING LOGBOOK
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PLEASE UF'D] E THE PARTICIPANT'S RECORD AS THEY PROGRESS THROUGH THE TRIAL PATHWAY
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Haemoglobin (Hb) Test
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Initial Assessment of
Eligibility Criteria

100009 IQP :

i W':::ﬂfﬂ Hb Value Date Time
lfdt) | fdd/mmyy) | (hbmm)
pooo | D-E. Q-¢ O?i1?.1 1§ _11. 22
e
00002 JCm €0 [0)If [12:u5
00003 §CO
oooou IPG

corsent)

Yigs No
fobtoin [t not i
appropriote | continue)

*Participant has provided

written informed consent

or verbal agreement?
fickone) |




FOR FURTHER GUIDANCE SEE:

The Trial Procedures File, section 6:

* |nitial assessment of eligibility and baseline
data collection, guidance number 6.2.

GUIDANCE NUMEBER 6.2 % y
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INITIAL ASSESSMENT OF ELIGIBILITY AND BASELINE DATA COLLECTION

MAKE REGULAR CHECKS OF MEDICAL RECORDS TO IDENTIFY WOMEN WHO HAVE BEEN SCREENED FOR
ANAEMIA

Weomen who have been screened for anaemio should have a WOMAN-2 Anaemia Screening Label fixed to the
Jfront of their medical records or their resuits recorded in their medical records

WHAT MATERIALS DO YOU NEED?

* Access to woman's medical records

Trial Screening logbook

WOMAN-2 Participant Information Sheet, Informed Consent Form and Consent Labels
WOMAN-2 Medical Records Labels

Case Report Form (CRF) Booklet

Blood pressure monitor and thermometer

WHAT DO YOU NEED TO DO?

1. IDENTIFY WOMERN WITH HB <10 g/dL

2. REVIEW THEIR MEDICAL RECORDS TO CONFIRM INITIAL ELIGIBILITY CRITERIA:

¥ Hb <10 gfdL

¥ Planned vaginal birth

¥ Active labour

¥ Legally adult {if <18 must have guardian present)
¥ Nao indication or contraindication (allergy) to TXA

If woman does not meet the above criteria do not continue

3. OBTAIN APPROPRIATE CONSENT FOLLOWING THE CONSENT PROCEDURE OUTLINED IN GUIDANCE NUMBER
6.3

4. ENTER WOMAN'S DETAILS INTO TRIAL SCREEMNING LOGBOOK AND ASSIGN 5-DIGIT PARTICIPANT SCREEMING
NUMBER. Please ensure this logbook is kept updated as the participant progresses through the trial pathway

Each woman will have a unique Screening ID Number in the formatof: ~ Completad example of Trial Screening Logbook

O - B0

= The first three digits correspond to the Site ID Number, e.g. 001 to
999

o The following S-digits comespond to the Participant Screening
Number. This number should be allocated to women in SEQUENTIAL
\ORDER (for example, the third woman screened at site number 002
will be participant 002 - 00003}

< In the Trial Screening Logbook you only need to enter the S5-digit
Participant Screening Mumber (column 1).
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5. FIX THE WOMAN-2 MEDICAL RECORDS COVER LABEL TO THE FRONT OF THE | | e S
WOMAN'S MEDICAL RECORDS and complete accordingly
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6. COMPLETE CRF BASELINE FORM SECTIONS A AND B [
In all nen-emergency situations, also ¢ baseline sections D and E : S

WOMAN-2 Initial assessment of eligibility snd baseline data collection
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