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SWAT TRAINING IS ONLY FOR UK
SITES THAT HAVE BEEN
RANDOMISED INTO ENHANCED
CONSENT PROCESS (ANIMATED
VIDEO)



SWAT Sub-study Tjeus

Aim: To reduce inequalities in enrolling participants from minority communities.
Population: All individuals recruited to the TICH-3 trial in the UK.
Intervention: Animated participant video

Control: Standard information sheets

Outcome measures:

1. Proportion providing consent for follow up: Randomised
I In the TICH-3 UK study population as a whole
. By ethnic minority groups versus non-ethnic minority groups
lil.  Follow up completion rates in the control and intervention groups.

Design: Cluster randomisation at site level Standard Standard

Sites will be informed of their randomisation prior to initiation and information & Animated
Sites will be given training on how to use the video if randomised to
animated video

sheets Video

Note: Animated video will be used in addition to the standard consent process and information sheets. Given
the age and recent stroke, the intervention may improve understanding of all participants not just those in
ethnic minority group, we will therefore include all UK participants rather than the sub-set from ethnic minority
groups in the SWAT. .



Ethical approval for SWAT

= SA 02 22

SWAT video completed and transcript uploaded for ethical approval. Day 180 form typo amended.

Submitted — 21/02/2022
Approved — REC and HRA 31/03/2022

We now have full ethical approval to use the animated SWAT videos.



I Time point 1

Potential Participant

Brief information +/- SWAT (time permitting)

Verbal permission "oral consent”

Enrolled and treatment intervention given

Rel

No Relatives
available

Brief information +/- SWAT (time permitting)

Relatives give
verbal permission

Independent
doctor gives
written consent

nrollad and treatment intervention given

[ &

Lacks capacity

Detailed information sheet +/- SWAT

Full informed written consent by consultee

[ =

* We anticipate that the

SWAT animated video will
be mostly used for
obtaining follow on written
consent, time point 2.

If time allows, the SWAT
animated video can be
used when obtaining oral
enrolment consent, time
point 1.



SWAT Consent Process Flowchart

Potential Participant

 All participants give follow
: | on written consent.

Has capacity Lacks capacity
Relatives Mo Relatives * Sltes randomlsed to the
available available enhanced process Wi”
have access to the website
Brief information +/- SWAT (time permitting) Brief information +/- SWAT (time permitting) Wlth the VldeO |n 5
Relatives give Independent |anguages
Verbal permission "oral consent” bal g ) 1:|_0ctor gives
verbal permission written consent

« On day 7 the eCRF will
Enrolled and treatment intervention given Enrolled and treatment intervention given Capture if the video was
used.
Has capacity Lacks capacity

 The database will also
record when the video is
accessed.

Detailed information sheet +/- SWAT Detailed information sheet +/- SWAT

Full informed written consent Full informed written consent by consultee







Translated versions of SWAT videos: TjoHes)

=

= 4 languages available in addition to English -
Bengali Polish Punjabi and Urdu

= For foreign languages - video has text in English but the audio has
been translated into the above languages

* Please use the video for ALL patients — irrespective of
language/ethnicity - the intervention may improve understanding
of all participants not just those in minority ethnicity groups, we will
therefore include all UK participants in the SWAT.



TICH-3 log-in only required first time to obtain link

1.

Login into to TICH-3 and click on consent

video section in contents list
(Anyone with a TICH-3 investigator account at
your site will have access to the link)

Get site specific link to consent videos

Bookmark this link — it can be used In
future without logging in

The site specific link can be shared with
colleagues at your site — or relatives of
patients at your site, no log in is required

e Participant list

¢ Data reports

e Treatment pack list

e Recruitment alerts

» Site delegation log

CMSWAT consent videos

e View your training certificate

» Change password

TieH-3

TICH-3 consent videos

2

Welcome to TICH-3, which is a clinical trial trying to reduce the number of
people who die or who are left disabled after stroke caused bleeding in the
brain (intracerebral haemorrhage).

lect the most suitable language for the patient or their fa

+ English

s Polish polski polszczyzna
« Bengali Bangla a‘TQE«n‘
« Punjabi Panjabi (5 vt

. s’ 7
Urdu 43 4

mily/friends




ﬂ." Sites randomised to enhanced consent will be

= given access to the video links

» Clicking on the link takes you to

BB s _ the appropriate language video
-3 consent videos
people wh die or who are 1o disabied arter srake caused bieedng inche | * YOU do not need to be logged into
brain (intracerebral haemorrhage). TICH'3 or have aTICH'3
Please select the most suitable language for the patient or their family/friends Investlgator aCCOUHt tO WatCh the
* English video
e Polish polski polszczyzna
» Bengali Bangla ¢ * You can share the link with
* Punjabi Panjabi (3 rd relatives to watch remotely
» Urdu 3 _ _
* Please DO NOT share video link

with staff/investigators at another
site



Sites randomised to enhanced consent will be

given access to video links

TICH-3 consent videos

" Welcome to TICH-3, which is a clinical trial trying to reduce the number of i Th e VI d eO Can be VI ewed O n m OSt We b

people who die or who are left disabled after stroke caused bleeding in the

brain (intracerebral haemorrhage). b rowse rS an d S m art p h O n eS

English Polish (polski polszczyzna) Bengali (Bangla) Punjabi (Panjabi) Urdu

e The video starts by clicking on the 'play' symbol below ().

o I:;rsuitses voiceover, so please make sure that sound is enabled on your ° Alte rn ative Iy, th e Vi d eo Can be Vi ewed

* You can enlarge the picture to full screen by clicking the O icon in the

bottom-right corner of the video image (recommended) and also by using by a I I n k to yo u_tu be

the link underneath to open it in a new tab.

If you have trouble watching the video, please try switching to the video
hosted by YouTube, using the link underneath. Check that your computer can
play YouTube videos and that access is not being blocked by internet safety
settings.

Having trouble playing this video?
Switch to the alternate copy
of this video hosted by YouTube.

FUNDED BY

NIHR , » zansitee

 Please DO NOT share video link with
staff/investigators at another site

Having trouble playing this video?
Switch to the alternate copy
of this video hosted by YouTube.




= ©Youlube "~ Search

y

You are watching this video
because you or someone you
know has had a Stroke caused
by bleeding in the brain, this is
known as intracerebral
haemorrhage.

> Pl O o012/55

TICH-3 - for English language speakers

& Unlisted

3 views + 26 Apr 2022 5 0 OGP DISLIKE > SHARE =+ SAVE



Record use of SWAT video on Day 7 form TUCH_-?‘

TICH-3 trial Room §/D2123, Stroke Trials Unit
Tranexamic acid for IntraCerebral Haemorrhage 3 School of Medicine, University of Nottingham

Queen's Medical Centre, Derby Road
Nottingham NG7 2UH, United Kingdom
ISRCTN 97695350 TICH-3 trial office <tich-3@nottingham.ac.uk>

Day 7 follow-up form v1.0

Section I: SWAT video

Only UK sites randomised to the SWAT active group should answer this section. If you are entering data for any
other site, please answer 'Not applicable’.

I1 Was the participant/relative shown the animated = [select..] B [Select...] o
participant video?
12 If yes, which language was used? [Select...] B [Select...] <
I3 If yes, who watched the video? [Select...] B 0 Participant [Select...] <
] Relative

] Both



Summary- Enhanced consent video TjoHes)

=

= The SWAT video should be used for ALL eligible participants irrespective of
language/ethnicity

= Only UK sites randomised into the enhanced consent process (animated video)
will have access to the videos

= A site investigator at your site only needs to log in once to obtain the site
specific link, this can then be shared with the team and book marked with no
further log in requirements to watch the video

= Please DO NOT share the link with any other sites

= Contact the coordinating center if you need any assistance



CONTACT INFORMATION



University of Nottingham Trial Team TR

Contact Information

Brittany Dutton Clinical Trials Manager (UK Site Recruitment) E: brittany.dutton2@nottingham.ac.uk
Joseph Dib Clinical Trials Manager (International Site Recruitment) E: joseph.dib4@nottingham.ac.uk
Olivia Matthews Follow Up Coordinator E: olivia.matthews@nottingham.ac.uk
Kerry Larkin Follow Up Coordinator E: kerry.larkin@nottingham.ac.uk
Nikola Sprigg Chief Investigator E: nikola.sprigg@Nottingham.ac.uk

Trial Coordinating Centre contact information:

+44(0)115 823 1782 M TICH-3@nottingham.ac.uk

16




Universitg of

“Nottingham

UK | CHINA | MALAYSIA

THANK YOU!

- Any guestions?




Audit list of updates to training presentations  |aikass

=)

This version 1.1 25/05/2022
« Changed wording BAME to ethnic minority groups
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