anY

HOW TO RANDOMISE ELIGIBLE WOMEN

Protocol number: ISRCTN62396133
Version 1.0; Date 05 April 2019



PREPARING FOR RANDOMISATION

What do you need?

* Access to women’s medical records

e WOMANS-2 trial drug box

What do you need to do?

e Check her medical records to confirm she has met initial
eligibility criteria and provided the appropriate consent

e Confirm intravenous cannula is in situ
* |dentify who will administer the trial drug

* |dentify who will complete the Randomisation Labels /
participant CRF baseline form section C



RANDOMISATION

FINAL ELIGIBILITY CHECK

SELECT AND PRESCRIBE

The trial drug pack at delivery of anterior
shoulder

PREPARE TRIAL DRUG

as cord is being cut or clamped

RANDOMISE

immediately (no later than 15 minutes)
after cord is cut/clamped

@

DOCUMENTING

randomisation




FINAL ELIGIBILITY CHECK

To be confirmed at delivery of anterior shoulder up to when
cord is cut or clamped.
Final eligibility criteria:

* Vaginal delivery

* No diagnosis of PPH before cord is cut or clamped

* No known allergy to TXA

Final eligibility is confirmed at delivery of anterior as women may
become ineligible because:

* some wWomen may require a caesarean section
* some women may develop PPH before randomisation




SELECT AND PRESCRIBE TRIAL DRUG

Immediately at delivery of the baby’s anterior shoulder (i.e. vaginal

|
\ Use this
| |side 2nd

delivery confirmed): g [ | Damees

_ packs

* Take the next lowest numbered trial drug pack from the drug box

e DO NOT SKIP numbers!

* Open the pack, check expiry date, check both ampoules are intact:

e

RANDOMISATION LABELS

* If damaged, destroy (as per hospital policy) and use the next ey

the FINAL ELIGIBILITY AND RAND.
t's eligibility and the details regard

wwwwwwwwww

nce you have randomised a participant ple;
to eacl

lowest numbered pack

* Prescribe trial drug and note time of delivery in medical records

(WOMAN-2 label can be used)



PREPARE TRIAL DRUG

Prepare trial drug as cord is being cut or clamped:

e Use the syringe provided to draw up all the contents of both ampoules

Note time of

cord clamp

DO NOT mix the trial drug with blood for transfusion, or infusion solutions containing mannitol or
penicillin



RANDOMISE

Immediately after cord is cut or clamped:
* Administer trial drug as slow intravenous injection at rate of
approximately 1 mL/minute

* NO LATER THAN 15 MINUTES AFTER CORD CUT/CLAMPED

Note time of

randomisation




DOCUMENTING RANDOMISATION

RANDOMISATION DETAILS
* Details of randomisation must be documented in the participants medical
records. =
* i.e.the details needed for CRF Section C (e.g. confirming final eligibility,
details of delivery and randomization) *

* You can use the WOMAN-2 randomisation label for this
TRIAL DRUG PACK STICKERS
* Four pink stickers, pre-printed with the participant’s randomisation

number, are available on the trial drug pack lid

* |f WOMAN-2 labels have been used, where indicated stick a pink sticker to
each of the following (If pink stickers are not used, the drug pack number
should be manually recorded):

- Trial drug prescription Label
- Final eligibility check and randomisation details label
- Medical records cover label



DOCUMENTING RANDOMISATI

Record the participant on the Randomisation Log

ON

RANDOMISATION LOG

Full Hospital Name

=

Site 1D Number

PLEASE RECORD DETAILS OF ALL PARTICIPANTS RANDOMISED TO THE WOMAN-2 TRIAL

Please recor
(Note

HOW TO MAKE CORRECTI
f you enter incorrect infor
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e HOSPITAL ID NUMBER | AANDOMISED | RANDOMISED | BOXNUMBER | PACKNUMBER RANDOMSID |
T
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 Cross out the incorrect
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Update the part 2 of the Drug Accountability Log

DRUG ACCOUNTABILITY LOG

Site ID

o Ta

-
+

Site name

|
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WOMAN-T  HOIGPT AL

Immediately you receive this box, please check the content and complete Part 1 to confirm receipt
Record the usage of all WOMAN-2 trial treatment packs in Part 2

Destroy any unused ampoules and packs that are damaged and canno! b

Upload the participant's baseline data to the trial = =

PART 1: BOX RECEIPT - This box contains Tranexamic Acid or plac

A Home s Bsssline 5 Add

BOX NUMBER: XXXX

database within 24 hours of randomisation

s

Add Baseline

Expiry date: [date]

GOOD CONDITION

JONFIRM THAT THIS BOX HAS BEEN RECEIVED m THIS
WITH SECURITY SEALS INTACT AND THE BOX IS IN

Country:

Hospital name

d

Pisignature / delegate:

=

Name of Princioal Investigatar

PART 2: DRUG ACCOUNTABILITY ~ please complete for each pack

Date pack used Number of
PACK to randomise a | ampoules used?
partidpant | (0,

Screening ID number

10r2)

o | laiea |

" [S—
\b [0\ 2004

i3 Randiomisation Dute

1

Section A - Initial Pat

1.Type of consent obrzined
Full written consent

Verbal agreement

2.Age

3.1 <18 years old, accompanied by 2 guardian?

Notappiicable

4.Date samitted to hospital

5.Time agmitted to hospital




WHAT TO DO IF A PARTICIPANT IS NOT RANDOMISED

* Some participants may be screened and consented but not
randomised to the trial if they, for example,

_______________________

* Require an emergency caesarean |

* Develop PPH before the umbilical cord is cut or clamped ' w®nan
* Decide they would like to withdraw from the trial before giving " <" * e |
b I I’t h U ey e g s o]

P s

* These participants are considered trial ‘screen failures’

Ak et farm

* For these participants, all data captured on the CRF baseline form
up to that point, should still be entered into the trial database.

* For screen failures, mark the front page of CRF booklets: ‘Not
randomised — screen failure’




FOR FURTHER GUIDANCE SEE:

The Trial Procedures File, section 3 and 6:

HOW TO COMPLETE THE DRUG ACCOUNTABILITY LOG (DAL)
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. How to Complete the Drug Accountability Log,
uidance number 3.2.

DRUG ACCOUNTABIITY 10G wman
CONFIRMING DRUG BOX RECIERT 2

Upen receipt, the Principal Investizatar/Clinical B R ——

+ Check the drug bor for damage.

+ Complets PART 1 of the DAL
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‘wHEw tial drus packis used for randoy
s PART 2 of the DAL with:

WHAT TO DO IF A PARTICIPANT IS NOT RANDOMISED @

> & Case Report Form (CRF] booKit i 0 b completad for sach partcpant who has been scrensc oncs the
 Humber of smpoules aed i ad » partcip

Srmesin esnsant procass hazbezn completad

i e > Apsricipent is considersd randomised into the tris = the trial drug begins
> Some particioants may be scre¢ned and consented but Nat randomised to the trial for a number of passitle
Please legue the remaining columns bio reasons

» These participants are considered tral ‘screen failures’

L] L L L] L] L L IE a trial dryg pack is not used in the tria
o o ST i
(] ’ ¥ Number of ampoules used .. 0 participants.

number from 2-7)
U=, Damaged 1), Last acsite (2] Expit | SOME EXAMPLES OF WHEN & SCREENING FAILURE

0
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
| |+ Date partiipant was randomised 5
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1

. I om FINAL ELIGIBILITY CHECK AND RANDOMISATION
e e i Faricpant T sasened provides
e e decrend . ‘il i o 1-GET READY TO RANDOMISE: WHEN WOMAN I N THE HINAL STAGES OF LABOUR, BIRTH 15 IAMINENT
. ° + Signsture of pemon completing | | deliery, s wken for an emergency | participe A . .
B cassarean secton. The particpant is < e
7o longer ehgble for the WOMANZ | (vrcent cithe 3 records)
additionl comments (psge o of the | | i . cofim inavenous cennula s n st
Please add any informaton that may help# | Fariepant T sareened, pravioes o2l o sy
e T e i Randomisaton|abels  aricipant €52 Repar Fam (CRF)aalable
e ¥ ety who wil caryout e randamissticn
packs) umbilisl cord § clmpsd/ait The y
paricpant is therefore o longer ki
alicl for the wonan-2 i 2. PERSORM FNAL ELGIBLTY CHECK
FerEa T Sereened, B i iy of anterioe shoukder up to cord cu/cam:
consent bt a their sbour progresses, © vagnalivery
they ecide they do nos wish ta take < o PP prior o rancemisiion
e e e m e e m m = = =+ 1| partand vithdraw before ging birth . Finaconfirmation thatparicpant cen be andarmises
e - 5
>-sazer,
e |  Select NEKT LOWEST NUMBERED s g pactavaable
sansent and then 3 seivary Sigiiity | slivie ' couble chackera drug pck s o2 e drug
. . . . . s confirmed, However when X comes | dia ™ e b
0 preparing the infuson, an 1 fin | apm  confim no amage toampoies” = ———
2ot beinsered and the particpant . srascivewial drugpackin medica records Label prvided an
. does ot recave any rial treztment | the e sad
V4 - o = ' -
ampeuies fom the selctad il o g pack
DO WO misthe il drug with bloo for ransfusir, or
. > Allpaper CRF booklets, ncluding those part infusion solutions containing mannitolor penicllin | ——
I a n C e n u m e r o o soredimyor et starie | | vt T
l I o lease updare the rug
] . > GRF bookies forscreen alures shoul be me o tog acconingy | 2
Mot randomised — screen flure
atscampe:
st 1 rug s soiravenous nfecion s o of approxmstly 1 it wsing tancard
lec ntrauenaiussemistrtion pocecure.
" Comple the daa requied fo the CRFinthe medicl recordsor s the Randorisation abels proided
————m an o mecica recrd s overiestfor datsnested)
v . he riaanug
acc ot Randamisetio Labes nners ndiaied
¥ Upéats theedical spink
sicker from th il crug pack 1 he abe where indieted




WadTldall

Clinical Trials Unit
London School of Hygiene & Tropical Medicine
Keppel Street, London WCI1E 7HT

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

AR LONDON A;
m w CLINICAL SI—ICSI(_I(%](EDIIQQ]}EF rp
TRIALS STROPICAL \ ] JED

BE6 T MEDICINE



	Slide Number 1
	PREPARING FOR RANDOMISATION
	RANDOMISATION
	FINAL ELIGIBILITY CHECK
	Slide Number 5
	PREPARE TRIAL DRUG
	RANDOMISE
	DOCUMENTING RANDOMISATION
	DOCUMENTING RANDOMISATION
	WHAT TO DO IF A PARTICIPANT IS NOT RANDOMISED 
	FOR FURTHER GUIDANCE SEE:
	Slide Number 12

