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CONTENTS OF THE CRF BOOKLET

* Each participant will have a Case Report Form - |:
(CRF) bOOkIet : m:i; ~ ~ i‘cuﬁtzar;:uem ‘5"‘“‘”” ‘ - ‘ T”‘T“'““"'"g”‘ |:

| |

| |

. | |

* A CRF booklet contains: | !
| o~ |

- WaiT14dl1l .

- Baseline Form : :

| |

- Outcome Form I Case Report Forms I

| |

- Adverse Event Form D e e |

e !

| PROTOCOL NuMsER ISRCTN62396133 [ |

This presentation will focus on the Baseline Form: o o :
| DO NOT REMOVE ANY PAGES FROM THIS BOOKLET |

| |

I This booklet contains all case report forms (CRFs) needed for a trial participant: I

* Completion should start as soon as the consent ! e !
process has been completed : B :

| |

| |




BASELINE DATA COLLECTION

(5 WHEN? Completion of the baseline form should start for each participant as soon
as agreement/consent has been obtained

Sections A-B

Sections C

SectionsD—-E

SectionsF-G

What?

Initial assessment
Measurements

Eligibility, randomisation and trial
drug administration

Medical history
About this pregnancy

About the birth
About the baby/ies

When?

After completion of appropriate consent
process and before randomisation

As soon as possible after final eligibility check

After completion of appropriate consent

process and before randomisation. If
insufficient time (e.g. the woman gives birth
rapidly) complete immediately after

randomisation.

Before randomisation but if insufficient time,
immediately after randomisation. This must not
delay randomisation.




BASELINE DATA COLLECTION: SECTIONSA & B

WHEN: After completion of appropriate consent process and before randomisation

e ([T

BASELINE FORM
HE CONSENT PROCESS HAS BEEN COMPLETED AND figpgpg
RANDOMISATION

s Complete Section A: v

COMPLETE SECTIONS A, B AND CAFTER

SECTION A = INITIAL ASSESSMENT

* Enter details of initial assessment of eligibility
e Check that an IV cannula is inserted
* If not, ensure this is inserted before delivery
as this is how the trial drug will be

administered
e | o
e Complete Section B: o e 193 P 2019 [ 22
» Take measurements including BP (BP monitor | e 1o

provide and available in research bag), HR, RR,

20, Weight [zurrent)

height and weight —— s

Frotoec] Mumber. GRCTHGE3IELIS




BASELINE DATA COLLECTION: SECTION C

WHEN: As soon as possible after final eligibility check at birth

Complete Section C:
* Includes all details of final eligibility check, delivery and
randomisation
« WOMAN-2 Randomisation label can be used to capture
this information and later transcribe into CRF

Key times to note during delivery and randomisation:
Time of delivery
Time of umbilical cord cut/clamped
Time of randomisation (start of administration of
trial drug)

 All data entered into Section C must also be recorded in
the participant’s medical records. The WOMAN-2
randomisation labels can be used for this

~ SCREENING ID
[ scR T

M
5 . HIEERERR
\-\éﬂ;ill.. ' = ;

SECTION C - ELIGIBILITY, RANDOMISATION AND TRIAL DRUG ADMINISTRATION
‘ BE CONFIRMED AT DELIVERY OF BABY'S ANTERIOR SHOULDER AND UP TO WHEN THE CORD IS

ELIGIBILITY TQ
CLAMPED/CUT - ONLY RANDOMISE ONCE ELIGIBILITY IS CONFIRMED

YES) ible for the trial - do not randormise

22, Vaginal delivery? (circie one \ (YES, NO IF VO, not elfaibie far g
Kno 18] setoTHA? | = N0 )
23. YES NO )
e | — S
24, aindication | VES ( ND"
| =

25. Clin sed PPH? fcircle ane) YES NO_

X
26. Eligibility confirmed? (circle one) ( YES
.

27. Date of delivery

nnnnnnn

28. Time of delivery (24-hour clock]

Time umbilical cor amped/cut
25,
24-hour clock]

35, Gravida

37.
ssssss

3g, Current infections?
" [circle al that apply]




BASELINE DATA COLLECTION: SECTIONS D - E

WHEN: After completion of appropriate consent process and before randomisation
If insufficient time (e.g. the woman gives birth rapidly) complete as soon as possible after
randomisation.

Complete Section D: :Kim_m_m_mwmwm 3
* Includes history of previous pregnancies, ke L—ﬂmwﬁfmd
previous post partum haemorrhage (PPH) 7 [ po———
diagnosis, current infections and diabetes e R ol Ll (T
e | o | @ o
:v.m.:...-N...:.:..rd;;:::.:,_,m,,3 (MOKE! | TYPEQ TvPE 2 |Gm.a.nurm
Complete Section E:
* Includes details of current pregnancy ecion e e e __1
@ e Al e
Obtain data from medical records e | wmminee
45 L o r:nr\-'.'-'_'r.. PREVIA ”-‘-f-"-*E”- | increTa II "‘Emﬂl—




BASELINE DATA COLLECTION: SECTIONS F - G

WHEN: Before randomisation
If insufficient time, immediately after randomisation. This must not delay randomisation

SECTION F - ABOUT THE BIRTH

= = |
WERANE WECHAMDA
FENBRANE | gy | NECHEMICHL

pecdy

* Complete Sections F:
* |Includes details about the birth e | =l

CTION G - ABOUT THE BABY/IES
T —
ST ity _____‘_‘_H:
T i ";.-F‘-‘ - 1 P remd oI o
51 Birth caral brasma? | m-,:w B ....:.:.l-.- S2abus - gt pokrt af rondomisation Cawse of death s e
T frwekt ol 0T oppi - [ sokcatee b ol Brobleme e, danerbe
* - -~ ' et e i) at birth? feircle anel
° 5la. 5 ——
 Complete Section G: e 5[ [
g2, 3 HE T IUTET (ks orel p =
- Pan conbm auring s
* Includes details about the baby | |2 = =
g e |
Ex [a]
B

SECTION H = ABOUT THE PERSON COMPLETING THIS FORM

e Obtain data from medical records or woman i s

Once all sections are completed, sign and date Section H and enter baseline data into trial database
(must be entered within 24 hours of randomisation)



BASELINE DATA COLLECTED BUT PARTICIPANT NOT RANDOMISED

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

_______________________

SEEHING I

* Require an emergency caesarean | i
* Develop PPH before the umbilical cord is cut or clamped . waman
» Decide they would like to withdraw from the trial before giving birth | NOT €Pwo0msD - SCEEN e |

Case Report Forms

* These participants are considered trial ‘screen failures’ e

R maratfor o frial pariciane:
mmmmm

Basahie fonm

Ahiarss et farm

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

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



GENERAL GUIDANCE ON COMPLETING THE CRF BOOKLET

 All data contained in the CRF booklet must be recorded in the
medical records

waiman

* |f trial data is not available in the medical records but has been
obtained by speaking with the trial participant or the clinical
team, record this in the medical records if allowed.

 Otherwise, record this data in the WOMAN-2 communication
logbook

NOMAN-2: COMMUNICATION LOGBOOK

* CRF completion and database entry can be delegated to a trained :
trial team member by the Principal Investigator (Pl). The Pl retains — i
overall responsibility

PRINCIPAL INVESTIGATOR CERTIFICATION

* The Pl should review and sign each completed CRF booklet




GENERAL GUIDANCE ON COMPLETING THE CRF BOOKLET

el 1111
* Each page in the CRF booklet has guidance to help you

complete the booklet correctly

 Use black or blue ink pen with clear, legible handwriting
throughout

e

Aaaiassans AR I

SR sHs 4 [; Gl

* Ensure all applicable fields have been completed

| L INAEAN]
i W W W L

E|EE

IF YOU ENTER AN INCORRECT VALUE ON THE FORM:
* Do NOT use correction fluid _
* Cross out the incorrect value so it is still visible el 8 | }2{ 122 o
* Enter the correct value alongside '
 Date and initial and provide a reason for each change




FOR FURTHER GUIDANCE SEE:

GUIDANCE NUMBE

DOCUMENTING THE TRIAL DATA IN PARTICIPANT MEDICAL RECORDS
SOURCE DATA i defined in arm nents for
Registration of Pharmaceuticals for Human Use (ICH) GCP [1.51) as all information in original records and

| centified copies of original records of dlinical findings, abservations, or other activities in a clinical trial

Conference on of Technical

The Trial Procedures File, section 7: =

SOURCE DOCUMEN [ srethe first place |
‘whera data are recorded e.¢. hosptal records, clinical and office charts, laboraory notes etc. all data and
procedures carried out an & participant i the WOMAN-2 trisl should be recorded in the medical records
{other than the esricipant Reported Outcomes snd walk Test). |f the trial tssm finds hat information |
required on the Case ReportF - - S !
from the pamidpantormidy ~ — — — — — — — = = — = — — — — — — — - —— - —— - —————— '
allowed. Gtherwise thisinfor GUIDANCE NUMBER 7.2
data should be sccurate, attrit

accessible.

 Documenting trial data in participant medical
records, guidance number 7.1

WHAT DATA TO COLLECT AND WHEN 0

v anributable: it should |
i trial decuments) and w
why [reason, date and |
trial team needs to haw
to be listed in arder to t
¥ Legible: &5 external par
5 understand the writt
read. If an error has be
reason, date and initial
v contemporaneous:in ¢
are changing something
v original: original docu)
and canfidentislity. Thi
must be certified =5 an
before they can be acce
¥ Complete: Documentat
etc. must be completed

TRIAL DATA FORMS
Each participant will have a Case Report Form (CRF] booklet. A CRF booklet contains
sassline Form
ourzome Farm
Adverse Event Form

WHAT EQUIPMENT AND MATERIALS

permanent ink pen (ideally b
CRF booklet

Hemacue Hb 201 analyser
Slood pressurs monitar
Height and waight messuren
Thermameter

Clockjuatch

CRF BOOKLET COMPLETION AND DATABASE ENTRY GUIDELINES

screening 1D Number
+ Ensurethatall 8 digits are recorded. Precede with '0° where necessary
& 1f screening 1D Number is 51-125 enter as 05100125

Dates
+  all davesto be entered in the farmat DO/MMAVYY

4 When referring to & day, svcid from using phrases lice ‘2 days g0, ahvays use the full date in
the format above

WHAT DO YOU NEED TO DO?

I
I
|
I
I
|
I
I
|
I
I
|
I
I
|
I
I
! = Ccomplets CRF booklet using
| with clear, legible handwritir
| Ensure all applicable filds h:
| Each CRF page in the booklet
Ieft hand side — use this as yo
The CRF Booklet consists ol | The data for 2ach CAF shoulc
+ cRrcompletiongu | within 24 hours of completio
|
I
I
|
I
I
|
I
I
|
I
I
|
I
I
|
I
I
|
I
I
|

TRIAL DATA WILL BE COLU
A new CRF Booklet is nex
eligiblity checks and has cc

 What data to collect and when, guidance
number 7.2

Times
+ Alltimes to be entered using 24-hour clock in the farmat HH:NM
+ nsure full 24 hour dock is used and time is entered in numerical format & g 6 305m 35 06:30
+ B2 sspecizlly careful when referring to midnight - .2, midnight [svening) on 24/08/2018 s

recorded as 00:00 of 15/08/2018, not 24:00 of 13/08/2048

Any unknown times enter 25 95:99

+  when writing 3 duration of ime, please use *hours’ and ‘minutes’ & g participant stopped
walking for 3 minutes

o For gener: The completed €AF booklet ¢
booklet
o suidance ¢
CRF bookle
Baseline form
outcome farm
Adverse event [nor

WHAT DATA DO YOU NEED TO COLL

completion of the baseline form sha
been completed (see initial Assessm

2 Numbers
5 ! 4 Only use numbers &.5. Type 2 diabetes (not Type I dishetes)
T + Denotuse more than 2 decimal places for sny messursment
e e e e e - - = - _ If2 value has been recorded as ‘zerd’, “nil' or “none’, enter as ‘0"
Sections A-B [+ imitial sssessm
e——
+ Messurement
_ - symbols
Bl *  Eligibility, ran +  Theuss of symbols should be avoidad where possible. instead, pleass writs out fully what you

trizl drug admi
SECHONE D—E [»  Medical histor
®  About this pre

* CRF completion and database entry

loss
+ Only the following symbols should be used

. . :

T [ncrease

) U | Decressed

) . Sections F—G [+ About the birt + T Fosive
+ sboutthe bab 5

[ negstve

€| Degress Calsius (tempy

%[ Percercage

ET

« Any cther symbols should not be used
+ Do not use forward stash (/) for numbers, & g 1/2 could mean 3) half, b) 10r 3, or ¢} 1 out of
2 Instezd, please writs out what you mezn
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