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CONTENTS OF THE CRF BOOKLET

• Each participant will have a Case Report Form 
(CRF) booklet

• A CRF booklet contains: 

- Baseline Form
- Outcome Form
- Adverse Event Form

This presentation will focus on the Baseline Form:

• Completion should start as soon as the consent 
process has been completed 



BASELINE DATA COLLECTION

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

What? When?

Sections A - B • Initial assessment
• Measurements

After completion of appropriate consent
process and before randomisation

Sections C • Eligibility, randomisation and trial
drug administration As soon as possible after final eligibility check

Sections D – E • Medical history
• About this pregnancy

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

Sections F – G • About the birth
• About the baby/ies

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



BASELINE DATA COLLECTION: SECTIONS A & B 

WHEN: After completion of appropriate consent process and before randomisation

• Complete Section A:

• Enter details of initial assessment of eligibility
• 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

• Complete Section B:

• Take measurements including BP (BP monitor 
provide and available in research bag), HR, RR, 
height and weight



BASELINE DATA COLLECTION: SECTION C

• 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

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



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:
• Includes history of previous pregnancies,

previous post partum haemorrhage (PPH)
diagnosis, current infections and diabetes

• Complete Section E:
• Includes details of current pregnancy

• Obtain data from medical records



• Complete Sections F:
• Includes details about the birth

• Complete Section G:
• Includes details about the baby

• Obtain data from medical records or woman

BASELINE DATA COLLECTION: SECTIONS F - G
WHEN: Before randomisation 

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

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,

• Require an emergency caesarean
• Develop PPH before the umbilical cord is cut or clamped
• Decide they would like to withdraw from the trial before giving birth

• These participants are considered trial ‘screen failures’

• 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’



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

• If 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

• CRF completion and database entry can be delegated to a trained
trial team member by the Principal Investigator (PI). The PI retains
overall responsibility

• The PI should review and sign each completed CRF booklet

GENERAL GUIDANCE ON COMPLETING THE CRF BOOKLET



GENERAL GUIDANCE ON COMPLETING THE CRF BOOKLET

• 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

• Ensure all applicable fields have been completed

IF YOU ENTER AN INCORRECT VALUE ON THE FORM:
• Do NOT use correction fluid
• Cross out the incorrect value so it is still visible
• Enter the correct value alongside
• Date and initial and provide a reason for each change



The Trial Procedures File, section 7:
• Documenting trial data in participant medical 

records, guidance number 7.1 

• What data to collect and when, guidance 
number 7.2 

• CRF completion and database entry 
guidelines, guidance number 7.3

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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