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ELIGIBILITY IN THE WOMAN-2 TRIAL

Inclusion criteria
Women with moderate or severe anaemia, who have given birth vaginally and for
who the responsible clinician is substantially uncertain whether to use TXA.

Exclusion criteria

 Who are not legally adult (<18 years) and permission not provided by a guardian
e With a known allergy to TXA or its excipients

* Who develop PPH before umbilical cord is clamped/cut



ELIGIBILITY IN THE WOMAN-2 TRIAL

Women with moderate or severe | Hb <10 g/dL as assessed on arrival to hospital
anaemia

Vaginal Delivery Women with planned vaginal delivery will be considered for the trial.
Eligibility confirmed at the delivery of the baby’s anterior shoulder

Legally adult (if <18, guardian present) | Women must be 18 years or older unless permission is provided by
her guardian

Where the responsible clinician is|e* If clinician is certain or there is a clear indication for the use of

substantially uncertain whether to use TXA, the participant should NOT be randomised

TXA in that particular patient  If there is a clear contraindication to the use of TXA, the
participant should NOT be randomised

e If the clinician is uncertain about the use of TXA in a particular
participant, the participant SHOULD be randomised

Without PPH before umbilical cord is | Women who develop PPH before the cord is cut or clamped will be
cut or clamped excluded as there is evidence that TXA improves outcomes in these
women




THREE STAGES OF ELIGIBILITY SCREENING

1. Anaemia screening at admission

2. Initial assessment of eligibility after admission, before delivery

3. Final eligibility check at delivery



STAGE 1: ANAEMIA SCREENING AT ADMISSION

Screen women with HemoCue analyser if:
* Planned vaginal birth
* Already in active labour

DO NOT screen women with planned caesarean

* DO NOT screen women who are unlikely to give birth during
this admission

What materials will you need?

* HemoCue Hb 201 analyser and consumable
* WOMAN-2 Anaemia Screening Logbook

* WOMAN-2 Anaemia Screening Labels

Documenting anaemia screening
* Give results to woman
* Enter results in the Anaemia Screening Logbook

* Record results in woman ’s medical records. Place WOMAN-2
anaemia screening labels on front of medical record




STAGE 2: INITIAL ASSESSMENT OF ELIGIBILITY (BEFORE DELIVERY)

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

Review the anaemia screening result in woman’s medical records and check the woman is/has:

Legally adult No
Planned Already in Hb <10 (if <18, must indication POTENTIALLY
vaginal active have or contra-
birth labour g/dL guardian indication lellas
present) to TXA

If eligible, follow appropriate consent procedure:

1. Obtain permission to approach the woman from her clinician
2. Obtain fully informed consent if the woman has capacity

Obtain verbal agreement if woman does not have full capacity

Obtain fully informed consent as soon as woman has regained capacity
3. Record consent procedure used.



STAGE 2: INITIAL ASSESSMENT OF ELIGIBILITY (BEFORE DELIVERY)

What materials will you need?

Documenting initial assessment of eligibility

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.

Record details in trial screening logbook.
Fix the WOMAN-2 medical records cover label to the front of the woman’s
medical records and complete accordingly.
* Tick to confirm the woman is eligible. WOMAN- trial - rotacol ISR
* Tick to confirm appropriate consent obtained. Bl Lo v
* Leave all other sections blank. These can be completed at the point of
delivery and randomisation.

TRIAL SCREENING LOGBOOK

Record consent procedure used in medical records.
Complete appropriate sections A-G of the Baseline Form in your CRF
booklet.



STAGE 3. FINAL ELIGIBILITY CHECK

A final eligibility check should be carried out at delivery of the baby’s anterior should and up

to when the cord is cut/clamped:

Cord RANDOMISE
No PPH
cut/clamp IMMEDIATELY

Delivered
vaginally

NO LATER THAN 15
MINUTES AFTER CORD

CUT/CLAMP



FOR FURTHER GUIDANCE SEE:

The Trial Procedures File, section 6:

. Anaemia screening, guidance number 6.1.

. Initial assessment of eligibility and
aseline data collection, guidance number

. Final eligibility check and randomisation,
uidance number 6.4.

‘GUIDANCE NUMBER 6.1

wa&man

ANAEMIA SCREENING

IAGE AREA OR LABOUR WARD}

CONISIDER ALL WOWEN ARRIVING TO GIVE BIRTH VAGINALLY DURING THIS ADMISSION (IDEALLY IN THE |

EQUIPMENT NEEDED:

HemoCue Hb 201 analyser

2. HemoCue Hb 201 Microcuvettes

3. Gloves

4. Alcohol wipes

Lancets (for pinprick)

202 gauze/ lint free wipes

Biohazard dispesal (follow hospital protacols
~hazardous waste disposal)

. WOMAN-2 Anaemia Screening Logbock.

9. WOMAN-2 Anaemia Screening Labels

WHAT DO YOU NEED T0 DO?

...

GUIDANCE NUMBER 6.2

waman

INITIAL ASSESSMENT OF ELIGIBILITY AND BASELINE DATA COLLECTION

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

ANAEMIA

IDENTIFY WOMEN:

7 Inactive lsbour

¥ Planning to give birth vaginally.

Do notscreen women with planned caesaresn se
Do not screen women who are unlikely to give bit

should have o WOMAN-2 Anaemia Screening Label fixed to the.
front of their medical records or their results recorded in their medical records

WHAT MATERIALS DO YOU NEED?
= Access 1o woman's medical records

2. OFFER HEMOCUE TEST

(e ‘'We wouid like to carry out a blood test for anaemia. !
‘a small sample of biood wil be taken from this. The result 1
“The woman has the right to sccept or deciine

logbook
= WOMAN-2 Participant Information Sheet, Infc
= WOMAN-2 Megical Records Labels

« Case Report Form (CRF) Booklet

GUIDANCE NUMBER 6.4
waiman
FINAL ELIGIBILITY CHECK AND RANDOMISATION

WHAT DO YOU NEED TO DO?

1. GET READY TO RANDOMISE: WHEN WOMAR 1S IN THE FINAL STAGES OF LABOUR, BIRTH IS IMMINENT:

¥ Panticipant's mediical records avaiiable
3. TEST HB LEVEL WITH HEMOCUE HB 201 ANAYSER (se | [ e  Confirm from has been Iy to WOMAN-2 tral . it
) e i3 3nd provided (see lzbel on the front of medical records)
2. REVIEW THEIR MEDICAL RECORDS TO CONFIRM IN " Confirm intravenous cannula is in situ
4. GIVE RESULTS AND RECORD DETAILS ¥ WOMAN-2 Trial Drug Box ready
+ Hb<l0g/dL
7 CEE T T y pwmﬂmm‘ ot ¥ Randomisation labels / participant Case Regort Form (CRF) available
V Emer detsis in the Amsemia Saeening Lo | | pomeor ¥ Identify who wil carry out the randomisation
e e e e y Active Iabour  Identify who will complete the Labels/ baseline
¥ Record details in woman’s medical record using the o . . e
provided. If labels cannot be used or are not ave oY T 2. PERFORM FINAL ELIGIBILITY CHECK
please record the following fields in her medieal r2cor | | |£.oman doss ot meet the above criteria do notcor | | At delivery of anterior shoulder up to cord cut/clamp
Hb results, date of test, time of test and name of — ' Vaginal delives
performing the test. 3. OBTAIN APPROPRIATE CONSENT FOLLOWING THE| ¥ Na PPH prior to randomisation
+_Final confirmation that participant can be randomised
PLEASE INFORM TRIAL TEAM OF ALL WOMEN WITH
e . ENTER WOMAN'S DETAILS INTO TRIALSCREENING | | 3. SELECT & PREPARE trial drug immediately after final eligibility confirmed:
NUMBER. Please ensure this logbook is kept updat ¥ Select NEXTLOWEST NUMBERED trial drug pack available.
¥ Double checktrial crug pack is WOMAN-2 tria drug
v
- 00000 ' Confirm no damage to ampoules*
2tz e o The fst thrse dighs corresponc o the Site 1D Number,
[ pre——" p— v

59
o The following S-digits correspond to the Participan

ORDER (for example, the third woman screened =t sita |
will be participant 002 -00003)
in the.

Prescribe trial drug packin medical records. Label provided can =

¥ Using the syringe provided, draw up all the content of the two. ' - -
ampoules from the selected trial drug pack -
* DO NOT mix the trial drug with blood for transfusion, or

Participant Screening Number (column 3).

infusion o penidil

*if one or both of the ampoules are broken, destroy this trial drug pack (in Gecordance with the hospital's policy:

5. FIXTHE WOMAN-2 MEDICAL RECORDS COVER LAB 7 of drugs) and| ‘pack. Please update the Drug
2 ALR n see. pi Dr og, 32
6. COMPLETE CRF BASELINE FORM SECTIONS A AND |
Il non-emergency situations, also complete baselif | | 4 pANDOMISE jmmedi N LATER THAN 15 MINUTES) after cord cut/clamped:
v i LmL standard

local intravenous administration procedure.

FNALULD £2Decemer 208 rosoc e

T——

5. DOCUMENT RANDOMISATION:
he data required for the CRF in the medical records or use the Randomisation lzbels provided
and fix to medical records (see overieaf for data needed)
Record the Randomisation number in the medical records clearly or fix pink stickers from the trial drug
pack to the Randomisation Labels where indicated
' Update the Medical Records Label on the front of the part
sticker from the trial Grug pack to the label where indicated

jant’s medical records and attach a pink

Hote! A participant is considered randomised to the trial when the trial drug administration starts!

‘WONAIE2 FelEigite Crec and Randorisation
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