STAR * NEWSLETTER
SEPTEMBER 2024

Welcome to the 2" edition of our Newsletter! We
are excited to share with you hot STAR
updates.Thank you for your participation in STAR
study and for all your efforts in recruiting patients
,» Whatever you are, be a good one “ Abraham
Lincoln.

STAR Numbers, Numbers, Numbers ....

e 23 Patients successfully enrolled
e 331 Patients screened in total
e 5 Sites actively recruiting:

01. Imperial College Healthcare NHS
Trust

02. Norfolk and Norwich University
Hospitals NHS Foundation Trust

03. Frimley Health NHS Foundation
Trust

04. Newcastle Upon Tyne Hospitals NHS
Foundation Trust

05. Leicester University Hospitals NHS
Trust
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* STAR * CURRENT DOCUMENTS *

. STAR Protocol v.1.1 08 /12 /2021

° STAR Clinical Protocol v.1.1 08/12/2021

e  STAR CRF Booklet v.1.001/10/2021

e  EVAR School Booklet v.2.0 28/09/2023

e  STARSTAFFPIS v.1108/12/2021

e  STARSTAFFICF v.1.108/12/2021

o  STARPATIENT PIS v1.108/12/2021

e STARPATIENT PIS v.2.007/07/2024

e  STARGPLETTER v.1.1 08/12/2021

e STARGPLETTER v 2.007/07/2024

e  TOPIC GUIDE FOR STAFF - FOCUS GROUPS  v1.1 08/12/2021

e  TPIC GUIDE FOR PATIENTS - FOCUS GROUPS v.1.1 08/12/2021
QUESTIONNAIRES

e  STARWELL - BEING W-BQ16 14/06/2006

e  STAR ANEURYSM TREATMENT SATISFACTION 18/08/2017

e STAREQ-5D-5L v1.42019

* LOCALISED DOCUMENTS - NSAS *

Please remember to send us localised study documents relating to the non —
substantial amendment 5 STAR PIS v2.0 (07/08/2024) and STAR GP Letter v2.0
(05/07/2024). Ensure that your R&D Department has issued local approval to use
the updated documents.

You can email our friendly team at starstudy@imperial.ac.uk for all things STAR

related. We are happy to help.

* STAR * DATABASE UPDATES

We are in the final stages of performing database
validation and configuration checks. This is to ensure its
best performance possible. Thank you for your patience
while we are continue working on the database
implementation. The exact date of REDCap going live will
be confirmed shortly.

In the meantime, please send us completed REDCap
Training Log in order to receive access to the database -
data entry or Pl user access rights , if you haven’t already
done so.

DID YOU KNOW ....

‘REDCap’ DATA ENTRY TIP

To ensure the study data is accurate, please
respond to REDCap queries properly. You should
receive a notification alert via email each time a
query has been assigned to you on the system. To
access a list of all queries that have been assigned
to you, navigate to the ,,Resolve Issues” tab in the
REDCap.
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This will open the data resolution dashboard with
a list of open queries for you to resolve.

REDCap Data Entry Guide

Data entry manual will be provided before the REDCap
implementation. You will be able find the step-by-step
guide to data entry with examples of data instruments for
each study visit.
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