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AGENDA

1. Recap of study flow

2. Site and recruitment update

3. Recent FAQs

4. Other important updates

i. Device training videos

ii. Ward staff training

iii. Amendment in progress

iv. Screening logs

v. Sub-study

5. Questions



Day 1 follow-up form Day 90 telephone 
f/up by Nottingham

STUDY FLOW

SCANS:
• Baseline CT scan prior to enrolment

Randomisation form Day 2 follow-up form Death/discharge form

End of treatment form
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SITE & RECRUITMENT  UPDATE

Site Participants

1 Royal Derby Hospital 2

2 Queen's Medical Centre, Nottingham 1

3 Fairfield General Hospital, Bury 0

4 Aberdeen Royal Infirmary 0

5 UCLH 0

Sites open (n=5)
Participants (n=3)

Sites in set up having received the LIP

Open sites: 1 Morriston Hospital, Swansea

2 Bronglais General Hospital, Aberystwyth

3 St. George’s Hospital, London

4 King's College Hospital, London

5 Princess Royal University Hospital, London

6 Salford Royal Hospital

7 James Cook University Hospital, Middlesbrough

8 Leighton Hospital, Crewe

9 Charing Cross, London

10 Royal Hallamshire Hospital, Sheffield

11 Bradford Royal Infirmary

12 Southampton General Hospital

13 Royal Stoke University Hospital

14 Leicester Royal Infirmary

15 Sunderland Royal Hospital

*Twenty-one other sites are reviewing 
feasibility or have previously expressed 
an interest to take part but haven’t yet 
started set up

*Recruitment target: 1-2 per site per month*



RECENT FAQs

 SAE reporting period: Sites should report all SAEs for 20 days. Thereafter, 
please report all fatal SAEs and safety outcomes through until day 90.

 Accepted adjustments to the intervention to encourage continued 
treatment: Acceptable to change to unilateral and/or once daily treatments if 
necessary. Document on a filenote and ensure treatment log CRF completed in 
full. This will not be a protocol violation.

 24-hour inclusion window: Taken from symptom discovery/wake up time.

 Previous breast cancer or axillary node clearance: Not an exclusion 
criteria - down to the discretion of the site investigator.

 No radiological evidence of stroke on baseline scan but are treated in 
accordance with a clinical diagnosis of stroke: Considered eligible for the 
trial if all other criteria are met.



OTHER IMPORTANT UPDATES
 Device training videos available on the trial website

 Ward staff training

 Associate PI scheme

 Amendment in progress to gain approval for Research 
Practitioners/Coordinators/Assistants to obtain consent where local 
policy allows this 

 Screening logs – please complete and send over to us monthly.

 Sub-study



End slide

Questions?
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