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We hope that you are all enjoying the summer!

Site and participant update

As of the 31st July 2021, we have 31 sites actively open to recruitment, and we have 193
randomised participants! 13 of those were in July (with 12 consented).

Welcome to Royal Oldham Hospital as our newest site to join the WILL team.
Congratulations and thank you to:

e St Mary's Maternity Unit Poole, Liverpool Women's Hospital, Kingston Hospital,
and Kings College Hospital for consenting and randomising 1 participant each, with
Royal Berkshire Hospital consenting and randomising their 1st participant.

e St Mary's Manchester for consenting and randomising 2 participants.

e Nottingham City Hospital and Western Sussex Hospitals for both consenting 1 &
randomising 2 participants.

e Birmingham Women's Hospital for consenting 2 and randomising 1 participant.
o New Cross Hospital for randomising 1 participant.
e Southend University Hospital for consenting 1 participant.

Congratulations to Kingston Hospital for recruiting the: 200" consented
participant. Hope you enjoyed your thank you gift.

Monthly recruitment

Our best ever figures saw 14 randomised and 15 consented in the months of January and
November 2020. Let’s see if we can overtake those numbers in August!
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Recruitment by month
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Database: Data queries

= Run the ‘Active Data Queries’ report and overdue CRF report to check for queries.

= Complete CRFs as soon as you can when they are due.

= Look out for the ‘Data Query Management’ emails ,which may detail queries that
cannot be raised directly on the database, e.g. queries on CRFs 2, 8 and 9.

Common queries to avoid

Screening Form: (updating and re-screening)

= Don't forget to update the ‘date of screening’ to ‘date of consent’. Click ‘Calculate
GA’ and change the ‘date of form completion’. (The date of consent & date of
screening should be the same.)

Maternal outcome form: *‘Maternal complication section’

= Remember to answer ' Intensive therapy unit (ITU) admission’ with Yes or No.
General:

= Answer the question ‘confirm all the above have been considered’ (on all CRFs)
= When ‘other’ is selected check if you could select a response form the list provided.

= Add any further information in the *CRF notes box’ to explain any information that
may differ/vary e.g., date a medication was stopped and a nhew one commenced.

Please get in touch if you need any help with queries or completion of forms.
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WILL Fun Page 2

We all need a little break to relax. Complete this WILL activity page as a team or for your team.
There is a prize to be won so don’t forget to enter!
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All of these questions have been taken from our training page (so you will be able to find the answers!)

1. What % of women will experience pre-eclampsia if they have:
Chronic Hypertension = ......... %
Gestational Hypertension = ..........%

2. To be eligible for WILL, the woman needs to have an elevated BP or be on antihypertensive medication at the time
of consent:

True or False

3. Can a woman with type 1 or type 2 diabetes take part in WILL?
Yes or No
4. Does RaDaR support participation of women with CKD in WILL?
Yes or No
5. World Hypertension Day aimed to increase awareness of high blood pressure around the world. What % of adults
(globally) are aware that they have hypertension?
<5%
<25%
<50%
6. A woman is eligible to participate in WILL, even if it is written in the notes that she has ‘suspected pre-eclampsia’?
Yes or No

7. What is the % of pregnant women that have a BMI of 30 or above at the beginning of their pregnancy?
Around 25%
Around 52%
Around 30%
Around 10%

8. Where was the study carried out that looked at why women chose not to take part in clinical trials?
Birmingham
Northampton
London
Southampton

9. What were the 5 strategies identified to help remove the barriers to taking part in research?
Building trust

Once completed scan and email us and you will be entered into the prize draw!!
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Emails and links:

Nhs.net email:
gst-tr.willtrial@nhs.net

WILL team at BCTU:
will@trials.bham.ac.uk

Website:
www.birmingham.ac.uk/WILL

Database:
Trials.bham.ac.uk/WILL

Test database:
Trials.bham.ac.uk/WILLtest

The WILL Team: who to
contact

WILL at BCTU:

Randomisation challenges or tele-
phone randomisation

Supplies/merchandise
SAE reporting

Database administrative issues,
e.g. passwords

Payments for participants

Data queries

WILL Lead RMs:

Recruitment questions (eligibility,
screening, etc.)

Clinical & protocol questions
Data form completion (including
adjudication of maternal outcome
page)

Data queries

Help talking to clinical staff
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0}},’/_\‘% WILL monthly recruitment table 3
(\@ i Total as of 31st July 2021
wn\ C=Consented/ R=Randomised
Jun-Dec Jan-Dec Jan-June July Total
2019 2020 * 2021 2021 (C/R)
(C/R) (C/R) (C/R) (C/R)

Croydon University Hospital 3/3 16/15 6/6 0/0 25/24
St Mary's Maternity Unit Poole 4/4 14/12 4/4 1/1 23/21
Leicester Royal Infirmary 5/5 8/8 5/5 0/0 18/18
St Mary's Manchester 4/4 5/5 2/2 % 2/2 13/13
James Cook University Hospital 5/5 6/4 2/2 0/0 13/11
Liverpool Women's Hospital 6/6 4/4 1/1 1/1 12/12
Leeds Teaching Hospitals 7/6 3/3 2/2 0/0 12/11
Bradford Royal Infirmary 0/0 6/6 t 1/1 ¢ 0/0 7/7
Singleton Hospital Swansea 1/1 4/4 1/1 0/0 6/6
Princess Anne Southampton 1/1 3/3 2/2 0/0 6/6
Sunderland Royal Hospital 0/0 2/2 4/4 0/0 6/6
Birmingham Women's Hospital 1/1 2/1 1/1 2/1 6/4
University Hospital of Wales 3/3 2/1 0/0 5/4
Nottingham QMC 4/3 1/1 0/0 t 0/0 5/4
Great Western Hospital 0/0 5/4 0/0 5/4
Nottingham City Hospital 2/0 1/1 1/0+ 1/2 5/3
West Middlesex Hospital 3/3 1/1 0/0 0/0 4/4
St. Thomas' Hospital 3/3 1/1 0/0 + 0/0 t 4/4
Royal United Hospital Bath 1/1 3/3 0/0 + 0/0 4/4
Cwm Taf Morgannwg UHB 4/4 0/0 4/4
Kings College Hospital Trust 3/3 1/1 4/4
Western Sussex Hospitals 0/0 3/2 ¢ 1/2 4/4
North West Anglia NHS FT 1/1 2/2 ** * % * % 3/3
St Michael’s Hospital Bristol 1/1 2/2 0/0 3/3
New Cross Hospital 3/2 0/1 3/3
Kingston Hospital 1/1 1/1 1/1 3/3
Southend University Hospital 2/1 1/0 3/1
York Teaching Hospital 1/1 0/0 t 0/0 + 0/0 1/1
Royal Berkshire Hospital 0/0 0/0 + 1/1 1/1
Airedale General Hospital 0/0 0/0 0/0 0/0
Royal Victoria Infirmary 0/0 0/0 0/0
Northumbria Emergency 0/0 0/0
Specialist Hospital
Total (C/R) 52/48 87/81 57/51 12/13 208/193

*The trial was paused from 20 Mar to 7 Jul 2020 for COVID-19

** Unable to restart WILL following COVID-19 pandemic
t Paused to WILL at some point during this time due to COVID-19 pandemic
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