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"Thanks everyone
for ironing out the
last wrinkles with
TMS data collection,
we’re delighted
with the high quality
data coming in —
keep up the good
work!"

- Cathy Stinear, PhD

New enrollments since last newsletter

Duke University, +5
o PI- Dr. Feng, PSC- Tato Sokhadze

Emory, +2

o PI- Dr. Borich, PSC- Susan Murphy Total Subjects

Baystate, +4 Enrolled!!!
o PI- Dr. Schlaug, PSC- Sirisha Nouduri

MUSC, +2 :
o PI-Dr. Heise, PSC- Valerie Salisbury O\ ‘
RN

osu, +1 ‘ %f@%@.

o PIl- Dr. Hannawi, PSC- Myah Mahayri

MGH, +1
O PI- Dr. Lin, PSC- Julie DiCarlo
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Enrollment Graphs

VERIFY TOTAL ENROLLMENTS: 101/657

Congratulations to the following sites:

- UCLA & UT Southwestern for recently being released to
enroll!

-Duke, Emory, Baystate, MUSC, MGH & OSU for enrolling at
least one participant since the last newsletter!
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Spanish Versions of Assessments

e The packet of Spanish versions of
assessments was emailed to sits on
15Jun2023.

o Packet is also available in the
Toolbox tab of WebDCU.

o Please noted that if your site
needs Spanish versions of the Star
Cancellation Test, Pain Visual
Analog Scale (VAS) and/or Rehab
Diary, then please email the
Cramer lab at
cramerlab@mednet.ucla.edu.

In the event that a Spanish-speaking interpreter is needed
to help consent a participant, and your hospital is charging
for this service, the study will cover this cost (up to $300
maximum per patient).
o If this service is needed, please follow the below
guidance:

» Please send invoices directly to Lisa Mundo
at mundokl@ucmail.uc.edu and we will
DIRECTLY pay the translators.

» If you pay the translator directly, then UC will
need to have a subcontract in place which will
take time. So please do not pay the translator
directly, and instead send us the invoices.



Studybook/Source Documentation Packet V7.0

e The studybook/source
documentation packet v7.0 was
emailed to sites on 13Jun2023
and is also available in the
Toolbox tab of WebDCU.

Reminder: This version should be

used when collecting data for the
study.

Project Documents
Toolbox

) o E———
Category Instructions
Document VERIFY Study Book- Source Documentation
File E1420.pdf=<%
Version 7.0
Version Date 13-Jun-2023

Project Documents
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Prescreen/Screen Failure Log

e Please enter prescreen failure (participants that were never
consented in the study) and screen failures (participants that were
consented but NOT enrolled in the study) into the prescreen/screen

failure log in WebDCU.

o This logis located in WebDCU under the Study Progress tab.

e |nstructions on which participants to enter in this log are noted

below.

Screening/Consent
Workflow

1. Daily Chart Screening
* Identify all stroke patients
(ischemic and ICH) in EMR with
the following:
+ <36 hours of onset at admission
+ Some upper extremity weakness
« Alert and able to consent themselves
* No TMS & MRI contraindications

* Above subset of pts eligible based
on full eligibility criteria?
« NO—=2enter as a Pre-screen failure
» YES—=2proceed to next step

l

2. Ask clinical team physician for the
following:

* Confirm that patient has “some” weakness in
shoulder abduction and/or finger extension?

* NO=>enter as a Pre-screen failure

* Mention study and ask if study team may approach
* NO—=>enter as a Pre-screen failure

3. Patient consents?
* NO—2enter as a Pre-screen failure
* YES2proceed to next step

4. SAFE score </=8?

« NO—=2enter as a screen failure
* YES=2proceed to next step

5. Remains eligible and 15t TMS stimulation
or study-specific MRl is started?

* NO—>enter as a screen failure
* YES—2participant is now enrolled!
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MRI Phantom Scan Reminders

Brief review of process:

e Phantom scan(s) of study-specific 3D-T1 sequence collected at study start up for site
activation

e Phantom scan(s) are collected every 6 months (2 times per year) to ensure quality
certification of MRI protocol over time.
o This will help to prevent unusable MRI data

e Phantom scan(s) are needed after any scanner hardware upgrades and/ or software
changes before scanning any new patient
o Please notify the imaging team of any upcoming MRI upgrade if known in advance

e Email reminders will be sent out at every 5, 6, and 7-month window interval for upcoming
phantom scans set to expire
o If phantom scan not obtained after 7-month window, then activated site will be
placed on enrollment hold until phantom is obtained.

As a reminder, we are collecting phantoms of
only the study-specific, 3D-T1 sequence
(vour site’s ACR phantom is fine)

= Most institutions run their standard ACR
phantoms at a scheduled time on a weekly
basis
Talk with your Radiology point of contact to
determine your site’s ACR phantom schedule

» Contact Tyler Behymer with any imaging
qguestions by

e Phone: 513-310-7472
OR
e Email behymetp@ucmail.uc.edu
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Webinars

P1/CRC webinars occur on the 3rd Monday of each month, 4pm-5pm EDT. Next PI/CRC webinar is

on 08.21.2023.

o |https://ucincinnati.zoom.us/j/99087999343 Meeting ID: 990 8799 9343

CRC webinars occur on the 4th Tuesday of each month, 12pm-1pm EDT. Next CRC webinar is on

08.29.2023

o https://ucincinnati.zoom.us/j/92697809888‘ Meeting ID: 926 9780 9888

Study Contact Information

CIRB- Regulatory contacts:
Betsy Casillo betsy.casillo@advarra.com  513.619.1679
Kalli Beasley, NCC PM beasleki@ucmail.uc.edu

CTA contact:
Aimee Nance nanceae@ucmail.uc.edu 513.558.6566
Sasha Simms simmssc@ucmail.uc.edu 513.558.3924

All other study questions:
Lisa Mundo mundokl@ucmail.uc.edu

Race to Activation Tracker

At least 1
TWS0 online
training
Completed

- ™S
agreement | Shipping Machine
form's Address

Greenlighted

Site Name

Executed | Approved | Approved
& e @ HV Training

Ronald Reagan UCLA Medical Center

University of Texas Southwestern Medical Center

Houston Methodist Hospital

Mount Sinai Hospital

Lahey Hospital & Medical Center

Prisma Heafth Richland Hospital

Pennsylvania Hospital

Penn State Hershey Medical Center

University of lowa Hospitals & Clinics

tostart TMS | TMSHV data | Completed | Technique | Phantom
toRedCAP |foratleastl| Check

Site
Activation
Meeting
Completed

All WebDCU
Documents
upload ed

Site Activated

&

Froedtert & Medical College of Wisconsin

University of Rochester Strong Memorial Hospital

Corewell Heath Butterworth Hospital
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