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UK Recruitment Update 

Site Status 
(updated 16/04/2024)

No.

Sites open to recruitment  

  Recruited (528 participants in total)

   Not recruited 

70

65

5

In set up 4

Initial feasibility 

assessments 

6

Declined for now 

(capacity issues)

6

Withdrawn 9
Alternative text: map of UK with the UK sites 

active for recruitment plotted 



4

International Recruitment Update 

Combined total recruitment: 821
We have reached over 800 participants!

Thank you for all your recruitment into the TICH-3 trial, we couldn’t do it without you!

(updated 16/04/2024) Sites open Recruited

Malaysia 14/14 171

Finland 1/1 44

Georgia 3/4 33

Denmark 1/4 21

Italy 2/25 6

France 8/16 19

Ireland 1/6 1

Sweden 1/3 0

Totals 31/70 293
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▪Data to be reviewed again
end of August 2024

▪HTA 1,100 ppts and 120 sites (75 UK) 
by 31/08/2024 

Pilot progression review: updated targets

Project 

Month 

Month New 

Target

Actual 

No. sites

29 September-23 55 57

30 October-23 N/A 57

31 November 23 60 60

32 December 23 62 63

33 January 24 64 66

34 February 24 65 67

35 March 24 66 70

36 April 24 67

37 May 24 68

38 June 24 70

39 July 24 73

40 August 24 75

We are 74.64% 
towards the target 
participant 
recruitment
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The aim of this protocol amendment is fivefold

1. To capture participant co-morbidity using the Clinical Frailty Score (CFS)

2. To measure post stroke fatigue using Fatigue Severity Scale (FSS-7)

3. To streamline the health economics/resource use form to improve data 
completion for patients

4. To add an eligibility checklist to facilitate enrolment out of hours 

5. Took this opportunity to make some minor text changes to the protocol, 
including updating the literature review and adding points of clarity to assist 
investigators.

We have HRA and REC approval, pending MHRA approval. 
We will notify all the sites directly once ethical approvals have been received and provide 
information of how to implement the amendment with the relevant documentation. 

Protocol amendment SA06 (PRE-APPOVAL)
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1. Collect pre-stroke 
baseline CFS 

- This scale will be added to 
the enrolment eCRF 

- You do not need to backfill 
data for existing 
participants but please 
collect for future 
participants once 
implemented 

Protocol amendment – changes at sites

Alternative text: validated CFS scale image of scoring values
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2. Eligibility checklist 

▪ This is only to be used when the delegated 
research team are not available to consent 
patient into TICH-3.

▪ Site PI may delegate enrolment and 
administration of the IMP to appropriately 
trained members of the treating clinical team 
(not on TICH-3 delegation log, does not need 
to be GCP trained or have CV on file). 

▪ This would be facilitated and documented by 
the use of an approved study synopsis, 
eligibility checklist and enrolment form (see 
form pictured). 

▪ Full written consent would then be obtained as 
soon as practicable by a member of the local 
research team who is GCP trained and 
delegated the responsibility on the study 
delegation log. 

Protocol amendment – changes at sites

Alternative text: screenshot of 

the eligibility checklist and 

enrolment form 
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Out of hours recruitment is key to the TICH-3 trial in an attempt to 
reach the large 3,900 UK recruitment target

29% (154/528) all UK recruitment is out of hours 

▪ 89 Monday - Friday 

▪ 65 Saturday – Sunday 

Congratulations to the sites that recruited out of hours and over 

a bank holiday weekend! 

▪ Southmead Hospital  1st recruit 

▪ Kings Mill Hospital 2nd recruit 

▪ UCLH 

▪ Craigavon Area Hospital 

We hope the eligibility checklist and enrolment form will maximise chances of recruitment and out of hours and 
give every participant opportunity to receive trail treatment. 

Out of hours recruitment 
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• Can all PIs please complete reviews of your site’s electronic delegation log

a. Please check if there are any team members pending approval onto the delegation log 

and action as appropriate 

b. Please sign team members off the delegation log as role finished if they have left the 

team, you do this by selecting ‘role finished’ on the drop down box and then enter your 

password and click submit at the bottom of the page

c. Please guide new team members (e.g. registrars) to complete training 

https://stroke.nottingham.ac.uk/sif/docs/?sid=TICH-3 and then complete the self-

referral https://stroke.nottingham.ac.uk/sif/live/sif_training_self-referral.php?sid=TICH-

3&redirected=on to go onto the delegation log 

• It is good practice to nominate a deputy PI who will also be able to authorise the delegation 

log, please let us know which delegated team member you would like to nominate as 

deputy PI

Electronic delegation logs

https://stroke.nottingham.ac.uk/sif/docs/?sid=TICH-3
https://stroke.nottingham.ac.uk/sif/live/sif_training_self-referral.php?sid=TICH-3&redirected=on
https://stroke.nottingham.ac.uk/sif/live/sif_training_self-referral.php?sid=TICH-3&redirected=on
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▪ We have some upcoming Enrolling Investigator Webinars that will serve as a refresher to the existing team members 
on the delegation log and also can be attended by new team members to get onto your sites TICH-3 electronic 
delegation log e.g. new registrars, ED doctors. The more enrolling investigators there are on the delegation log 
maximises the chances of participant recruitment. 

▪ These 30 minute training webinars are intended for team members whose role will be to confirm eligibility for 
potential participants and to then take consent for enrolment into the TICH-3 trial. These training webinars will be a 
presentation for around 15 minutes and then 15 minutes for any questions. 

▪ Could you please let us know your email address or the email addresses of the team members at your site and 
which webinar you/they would like to attend and we will add you/them to the invite list. Please ask them to block 
the time in the calendar and we will send the direct teams invite to their calendars a few days before the meeting.

• Wednesday 15th May 12.30 – 1pm Click here to join the meeting

▪ For new team members, once training has been completed (by attending one of the above webinars) please use the 
self-referral link https://stroke.nottingham.ac.uk/tich-3/?ZSelfRef to create your account for the TICH-3 website, the 
PI will then be notified by email to authorise you onto the online delegation log.

Enrolling Investigator Webinar 

https://teams.microsoft.com/l/meetup-join/19%3ameeting_ZDhhYjg0NjUtM2ZhMi00MWE1LThhM2MtMDAzYzJmYzkwNzJj%40thread.v2/0?context=%7b%22Tid%22%3a%2267bda7ee-fd80-41ef-ac91-358418290a1e%22%2c%22Oid%22%3a%22bc428239-282d-4330-8120-f09125521411%22%7d
https://stroke.nottingham.ac.uk/tich-3/?ZSelfRef
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▪Please obtain as much information as 
possible for the participant contact 
details to give as many options as 
possible to contact for day 180 follow 
up 

▪Next of kin details are really important 
as a lot of these participants 
unfortunately do not have capacity 

Contact details

Alternative text: screenshot of the eCRF where 

contact details are entered 
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Guidance for completing eCRF data entry and missing data

Click here for a link to the help guide to completing electronic case 

report forms and missing data

Guidance for completing data corrections

Click here for a link to the document for completing data corrections

How to enter missing data on eCRF

https://stroke.nottingham.ac.uk/docs/TICH-3/Trial_working_practice_documents/TICH-3%20WPD%20009%20Entry%20of%20Missing%20Data%20v1.0%2007.04.22.pdf
https://stroke.nottingham.ac.uk/docs/TICH-3/Trial_working_practice_documents/TICH-3%20WPD%20009%20Entry%20of%20Missing%20Data%20v1.0%2007.04.22.pdf
https://stroke.nottingham.ac.uk/docs/TICH-3/UK_site_training/TICH-3%20Data%20corrections%20guidance%20Final%20v1.0%2007.03.2023.pdf
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Co-enrolment is permitted, and sponsor approved for the following University of Nottingham sponsored 
trials (contract with site not required)

• MAPS-2 (IC now up-to 24 hours to enrol)

• PhEAST (IC now 2 – 31 days)

Co-enrolment has been agreed with the following non-University of Nottingham sponsored CTIMPs 
(contract with site REQUIRED before co-enrolment is permitted)

• TRIDENT

• ENRICH-AF (MASTER CONTRACT NOW AGREED)

If you are taking part in either trial above, please let us know so your site (PI and R&I) can document they agree to 
co-enrolment at your site.

NEW CO-ENROLMENT AGREEMENT IMPLEMENTED FOR NEW TRIALS, does not need localising at each 
site, the master agreement signed by the 2 trials CIs – please get in touch to discuss any co-enrolment.  

Please let us know if there are any other trials you may wish to co-enrol with so that we can begin the 
contracts/agreement process.

CO-ENROLMENT MUST NOT TAKE PLACE UNLESS THERE IS AN AGREEMENT IN PLACE 

There is a co-enrolment log on the TICH-3 documents page https://stroke.nottingham.ac.uk/sif/docs/?sid=TICH-3

Co-enrolment with TICH-3

https://stroke.nottingham.ac.uk/sif/docs/?sid=TICH-3
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• European Stoke Organisation Conference (ESOC) 15-17 May 2024, 

Switzerland 

• International Clinical Trials Methodology Conference (ICTMC), 

Edinburgh, September 2024 

• World Stroke Congress (WSC) – 26 Oct 2024, Abu Dabi

• UK Stroke Forum (UKSF) December 2024, Liverpool

Upcoming events



16

TICH-3 would not be possible without:

All our participants and their families – we thank them for agreeing to take part and 
help us try to find better treatments for stroke due to intracerebral haemorrhage.

Thank you also to:

▪ TICH-3 Investigators

▪ TICH-3 staff Nottingham Stroke Trials Unit, Nottingham Clinical Trials Unit

▪ TICH-3 co-applicants

▪ Collaborators including Andrew Willis

▪ Nottingham Stroke Research Partnership Group - PPIE

▪ TICH-3 trial steering committee, data monitoring committee

▪ Funders – NIHR HTA
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Any questions?
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Question:  Is SWAT to be shown to participant or family?
Answer:  NS response, can use it for both participant or relative and at both timepoints, initial 
verbal enrolment consent or follow-on written consent.  Feedback from site: We do not tend to 
use it before verbal consent as the video is 4 minutes long”

Question:  Can we obtain written consent at enrolment?
Answer:  Yes but this may delay treatment and therefore this is why we have ethically approved 
process for verbal enrolment consent in the first instance.

Question: Was their PPI input with regards to the protocol amendment?
 Answer:  Niki is part of research partner group which meets every month and yes the PPI group 
felt very strongly that every person should have equal opportunity to patriciate in research and 
therefore the protocol amendment allows for clinic team to enrol participants when the research 
team are not available.

Question:  Good to hear about protocol amendment. Is there any need for CV/GCP?
 Answer:  The member of clinical team does not need to have GCP or CV on file. 

Q & A (part 2)
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