PROTOCOL AMEDMENT SUMMARY

Final version 3.1 25/04/2024



= SA 06 24 approved 22/04/2024 and MA_ 24 24 approved 26/04/2024

Please note SA 06_24 was approved for Protocol Final v3.0 28/02/2024 and then a minor
amendment was submitted straight away under MHRA guidance to correct a few typographical
errors. MA_24 24 was approved for Protocol Final v3.1 25/04/2024.

The protocol that sites must adhere by is now TICH-3 Protocol Final v3.1 25/04/2024.
Summary of changes

The aim of this protocol amendment is fivefold
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To capture participant co-morbidity using the Clinical Frailty Score (CFS)

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

To streamline the health economics/resource use form to improve data completion for patients
To add an eligibility checklist to facilitate enrolment when no one on delegation log available

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



ﬂ." Enrolment consent when research team are

2_  not available

We have received ethical approval to implement the eligibility checklist and enrolment form (SA_06 24 and MA_24 24)

This form allow medics at the local site that are not on the TICH-3 delegation log and may not be GCP trained to be
fully informed of the TICH-3 trial by reading the synopsis on the eligibility checklist and enrolment form and then using
the checklist to assess their eligibility. If eligible the clinician will discuss with the potential participant and if consent is
taken, they will be enrolled into the trial and will receive the trial treatment.

All study materials, including protocol and related documents, will be available online and there will be a 24-hour
telephone service, supported by medical consultant staff and trained coordinating centre research staff.

Within each treatment pack is a prescribing and administration guide, the team member on site completes a
recruitment alert (the team member does not need to be on the delegation log or have a log in for the TICH-3 website
to complete) which emails all team members on the sites delegation log and the coordinating centre that a recruitment
has taken place so that when the delegated research team are next on site they can follow up the participant as normal
and obtain the follow on written consent.

This approach is to ensure participants do not miss out on the opportunity to participate in the trial because they
present when the research team are not present, particularly in smaller hospitals or outside working hours. This
approach has the support of our stroke survivor group, and will be monitored closely, and any protocol violations
reported to sponsor and the trial steering committee.

We have worked very closely with our PPI group to develop and co-design this approach which we believe is
proportional to risk benefit; tranexamic acid is a relatively low risk intervention, with an established safety profile, in the

setting of a time critical medical emergency, ICH is a devastating condition with no effective drug treatment available.
3




Hs Eligibility checklist and enrolment form FAQs

A (SA 06 24 and MA 24 24)

When can this method of consent be used? This is ONLY to be used when Alternative text: screenshot of the

the delegated research team are not available to consent participants into eligibility checklist and enrolment form
TICH-3.

TICH-3 EMERGENCY ENROLMENT SYNOPSIS

Who can take consent via this method? Site PI may delegate enrolment e b R e AT L T
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TieH-3
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Enrolment form eCRF changes SA 06 24 S raae

=

I7a Imaginable health state points score Not done

1. Collect VAS score Best imaginable=100

worst imaginable=0

You do not need to backfill data for PR BRIt L ol Paricipan Not appiicabi
existing participants, please collect for
participants recruited after implementation

Of SA_O 6_24 . Section J: Clinical frailty scale
. Pre-morbid clinical frailty scale, judged on their ability approx. 2 weeks prior to admission

2 . CO I I eCt p re —S t r O k e b aS el I n e C FS Scoring guide: https:/Istroke.nottingham.ac.ukl/tich-3/links/ICFS

J1 Clinical frailty scale 1 - Very fit Not done
You do not need to backfill data for e ok
existing participants, please collect for ST
participants recruited after implementation 7 Soverly fll
of SA 06 _24. o Tyl

3. If eligibility and enrolment form used
please state this on question A2

A2 Please give the name of the Not known
investigator taking initial consent for
enrolment in the trial

Where a medic (non-investigator) took consent out
of hours, please write 'Consent by eligibility check
list'.




	Slide 1
	Slide 2: Protocol amendment SA_06_24 and MA_24_24
	Slide 3: Enrolment consent when research team are not available 
	Slide 4: Eligibility checklist and enrolment form FAQs (SA_06_24 and MA_24_24) 
	Slide 5: Consent process flowchart 
	Slide 6: Enrolment form eCRF changes SA_06_24

