Validation of Early Prognostic Data
for Recovery Outcomes after Stroke for
Future, Higher Yield Trials:

A Biomarker Validation Study
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Study Assessments
and Training Information

e Study Supplies (slides 3-4)

* VERIFY Schedule of Assessments (slide 5)

e Study Assessments training information and links (slides 6-13)
« REDCap eConsent Training and resources (slide 14)

* Study Assessment recertification schedule table (slide 15)
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Provided Study Assessments Supplies:

ARAT Kit (1)
Rehab Diaries (15)
red sharpie markers (2)

Arm motor Fugl-Meyer test kit (1)
i. stopwatch (with resolution to hundredths of a second)
ii. tennis ball
iii. small cylinder
iv. pencil
v. reflex hammer

Star Cancellation Test, testing sheets (clean copies)

. 40 copiesin EngIISh If a site needs additional copies,
ii. 30 COpies in Spanish please request more by emailing

the Cramer Lab:

iii. protective fOIder hOIding these Copies cramerlab@mednet.ucla.edu

50-foot tape measure (1)
roll of bright orange masking tape (1)
tote bags (15)

ARAT Kit




Rehab Trackers

In each row, enter the date of therapy. Then enter
number of minutes of each type of therapy.

In each row, enter the date of therapy. Then enter
number of minutes of each type of therapy.
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Rehab Trackers are provided to each subject during visit 4 (hospital discharge)
- These are mailed to each site in both English and Spanish
- If a site needs additional supplies, please request more by emailing the Cramer Lab

* cramerlab@mednet.ucla.edu

John Smith
VERIFY Study

Anywhere Med Center
(555) 555-1212
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Back cover
(you can write your
name & contact info)
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Tote Bags - Patient Retention ltem

The VERIFY Study
aERTFY

www.TheVerifyStudy.com

The VERIFY Study
YERIFY

T VerifS tudy.com

* Tote Bags

e 15 bags are provided to each
site prior to site activation

* These are to be given to
participants before discharge
from hospital (~visit 4)

**Note: Rehab Tracker (diary) is also provided to participants at visit 4. Participants can
use the tote bag to carry their rehab tracker (diary) & discharge paperwork out of the
hospital**

Tote Bags

These are mailed to each site (15 total)
If a site needs additional supplies, please request more by emailing the VERIFY
project managers
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Schedule of
Activities

* Siroke onset (or time last known well) is Hour 0

= nformed consent is fo be performed at least 24 hours from stroke onset, and only affer presumed clinical stabilization, and also
at least 24 hours affer any potential acute reperfusion therapy; the consent must be obtained prior to hospital discharge.

= Study Visit 1, 2 and 3 may be performed on same day.

== The study-required 30-T1 MR! sequence (with a concurrent DWI) should ideally be performed within 48-188 hours. If the 3D- T1

was already performed clinically for standard of care within 24-48 hours, then this will be accepted as an exception. For the
remainder of the image sequences, a ciinical MR is acceptable, even if performed at =24 hours from onset.

#  Participant is considered “enrolied” only in the data collection system (WebDCU) after starting TMS (at least one stimulation is
deiivered) or starting study-specific MR! puise sequence (af least one MR beep occurs). For sites that have the study-specific MRI
sequence (30-T1) as part of their S0OC MR, adding a “new subject” in the data collection system is based on starting TMS alone.
¥ End of Study Visit Form is completed after the last completed visit for the sfudy.

U aFsare reported from time of enrollment until 5 days post-TMS administration or hospital discharge, whichever is sooner.

f Assessments that can be done by phone or videoconference. Nofe thaf a portion of EQ-30, consisting of the visual analog cannot
be performed by video or phone.
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Informed consent =2 X
SAFE score X
Demographics X
FPregnancy Test, if
applicable X
Medical history X
UE-FM X x
MIHSS X x
Pre-stroke mR3 X
mRS via RFA XT 3{1
MR W
TMS b
Rehab Utilization T
X
Assessment X 3
Haospital Discharge Form X
ARAT X
MAL-14 X
10-Meter Walk Test X
EQS5D wi
MoCA »
Geriatric Depression ot
Scale
MeuroQOL Anxiety (801 wi
Star Cancellation Test
Fain Visual Analog
Scale {only the shoulder of
the affected side)
End of study visit Form HE KE XE o
Adverse Events (AEs) Hy My My Hhy Ly Hae
Serious AEs and AEs of
T i 1
Special Interest X X X X X X
Complete CRFs X X X X X X
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Training and Certification- BlueCloud (1)

BlueCloud

1. Upper Extremity Fugl-Meyer Scale (FM)
2. Action Research Arm Test (ARAT)

3. Rankin Focused Assessment (RFA)

PAUSE: Who at your site is eligible to complete these trainings??

Rankin Focused Assessment (RFA):
 The RFA for the VERIFY study can be performed by trained site study personnel who have a current
certification and are delegated this task - (SE) for RFA - on the DOA.

Fugl-Meyer (FM) & Action Research Arm Test (ARAT) Assessments:
* To be assigned the FM/ARAT training in Bluecloud, site study personnel must complete the following:
» Be delegated this task - (AC) for FM and (SA) for ARAT - on the DOA
o Currently the study only allows PT/OT and/or MDs to perform these assessments without
needing permission from the study team (prior to being delegated these tasks on the DOA)
o Any none PT/OT/MD study personnel must first obtain permission from the Cramer lab before

being allowed to be on the DOA/assigned the training for the FM/ARAT assessments
» Permission to perform the FM and ARAT assessments may be requested through the survey link

below: %’ ERIFY

https://redcap.link/VERIFY ARAT and FM Survey



https://redcap.link/VERIFY_ARAT_and_FM_Survey

Training and Certification- BlueCloud (2)

BlueCloud
1. Upper Extremity FugI—Meyer Scale (FI\/I) ** Note this is a separate/different BlueCloud
. profile/page than what is being used for the NIHSS
2. Action Research Arm Test (ARAT) training- link provided for NIHSS training on the
3. Rankin Focused Assessment (RFA) DCU training campus- link to this page will be
provided by the Cramer lab after they assign the
1. Go to https://secure.bluecloud.net fecuEsE il i ren

* |F ALREADY REGISTERED, CONFIRM YOUR ACCOUNT:
o If you previously registered at BlueCloud, confirm your personal account is active by logging in using
your previously registered e-mail address.

* IF YOU ARE NOT ALREADY REGISTERED, CREATE AN ACCOUNT:
o If you do not have a BlueCloud account, register and create your own personal account.

2. Send an email to Dr. Cramer’s lab (cramerlab@mednet.ucla.edu) indicating that you or team member
has a registered BlueCloud account and what trainings that you/they are requesting access to.
» In this email please provide:
* The full name of the team member

* The email used to register the BlueCloud account
* What trainings are being requested (l.e. FM and ARAT, or just the RFA)

3. The Cramer Lab will assign you the REQUESTED BlueCloud training courses and then send you

an email to let you that these have been assigned. gERﬂ.—Y

» Further instructions will be provided in that email.



https://secure.bluecloud.net/
mailto:cramerlab@mednet.ucla.edu

Training and Certification- DCU Campus (1)

DCU Campus
4. Modified Rankin Scale (mRS)
5. NIH Stroke Scale (NIHSS)

1. Go to https://dcu.musc.edu/campus/

mRS
2. Click on mRS Training Video

3. When you finish watching the video,
click on mRS Certification Test. Enter your
data in the Test Registration boxes and hit
Submit. Take the test.

4. When you pass the mRS test, hit “Print
mRS Certificate” and then save your
certificate as a PDF.

* sign the certificate

* send it to your site coordinator

NIHSS
2. Click on NIH Stroke Scale Resource
* and then click on “Click Here To Get
Started”

3. Create a BlueCloud account OR Login
* Go to my activities
e Search and assign NIHSS to account

4. Complete all modules and print/save
certificate as a PDF.
 Send certificate to site coordinator

** Note this is a separate/different BlueCloud access
page/link for NIHSS than what is being used for
FM/ARAT/RFA training***

gERTFY


https://dcu.musc.edu/campus/

Training and certification- DCU Campus (2)

6. Behavioral Assessments Training Certification:

 Motor Activity Log-14 (amount of use)
* 10-Meter Walk Test

« EQ-5D (EuroQol-5D)

* Geriatric Depression Scale-15Q

* NeuroQOL-Anxiety-8Q

e Star Cancellation Test

e Pain Visual Analog Scale

these 7 scales will be provided:

If you did not pass this test:
--Review the training materials, and then

--Retake the test
-- Must pass with a 95% or above

Training PDF Slide Deck for the Behavioral Assessments Training Certification that incorporates

1. Inthe WebDCU Training Center- under VERIFY (Click HERE)
2. After you finish viewing the training slides, open the URL provided on the last slide:
https://redcap.link/VerifyBehavioralMeasuresCertification

options:

Once you pass this test, you must upload a PDF of the passing notification into WebDCU. Two

1. Take a screenshot of the webpage, save it as a PDF, and upload to WebDCU, OR

2. Select the option to have the results emailed to you. Then save that email as a PDF and

upload it to WebDCU

gERTFY


https://dcu.musc.edu/campus/
https://redcap.link/VerifyBehavioralMeasuresCertification

Training and Certification- MoCA website

MoCA website
7. Montreal Cognitive Assessment

1. Go to https://www.mocatest.org/members/register/

2. Fill in the blanks to create an account and register.

3. Go to https://www.mocatest.org/get-certified to begin the certification process.

4. Towards the bottom of the page, enter VpXabRwYk in the Enter Group Code box.

5. Proceed with MoCA training and certification. Note that we will be using paper case report forms (not
electronic MoCA testing).

6. When you have completed and passed MoCA certification, take a screen snapshot of your Certificate of
Completion and then please upload it to WebDCU. .
gERTFY


https://www.mocatest.org/members/register/
https://www.mocatest.org/get-certified

Training and Certification- TMS website

TMS website
8. Safe Score Training

1. Goto https://verifytraining.blogs.auckland.ac.nz/safe-score/

2. Review reading materials >k
S

3. Watch SAFE Score video demonstration: Shoulder Abduction out of 5
. https://vimeo.com/manage/videos/919333695

4. Complete Practice Quiz with a score of at least 70%

5. Complete Final Quiz with a score of at least 80%

6. Upload the generated Teal Certificate to WebDCU as a PDF
*  Certificate expires after 1 year Finger Extension out of 5

gERTFY


https://verifytraining.blogs.auckland.ac.nz/safe-score/
https://vimeo.com/manage/videos/919333695

Training and Certification- TMS website (2)

TMS website
9. TMS Safety Checklist (module 2)

The TMS Safety checklist is required to be completed for every healthy volunteer and study subjects
and must be performed and signed by TRAINED site study personal.

All site study personal who are NOT listed as a TMS Operator on the DOA (TMSQ’s automatically had to
complete module 2 during their TMS training) should complete the TMS Safety Checklist training
module if they plan on completing the TMS safety checklist with healthy volunteer and study subjects.

1.

Go to: https://verifytraining.blogs.auckland.ac.nz/tms-safety-checklist/

Read over the provided material and resources
Complete Practice Quiz with a score of at least 70%
Complete the Final Quiz with a score of at least 80%

Teal training certificate should be kept on site as evidence of completion in the ’ERTFY
regulatory binder or regulatory digital file %


https://verifytraining.blogs.auckland.ac.nz/tms-safety-checklist/

Training and Certification- TMS website (3)

- This training is ONLY required for
TMS website _ o study personnel assigned the role of
10. TMS theory online training (modules 1-6) TMS Operator on the DOA

Every TMS Operator must complete the TMS theory online training
PRIOR to starting practical TMS training with healthy volunteers.

1. Goto: https://verifytraining.blogs.auckland.ac.nz/tms-training-introduction/

2. Read over the provided material and resources for each module
3. Complete Practice Quiz with a score of at least 70% for each module
4. Complete Final Quiz with a score of at least 80% for each module

5. Teal training certificate should be kept on site as evidence of completion in the
regulatory binder or regulatory digital file for each module

**Please review the TMS Training process slides or the TMS website for additional information
regarding TMS training**

TMS Training

0. Introduction

1. TMS Overview

2. TMS Safety Checklist

3. EMG Technique

4 VERIFY TMS Protocol

5. Simple MEP Identification

6. Challenging MEP

ldentification

gERTFY
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REDCap Training and Resources

 All sites that are using the VERIFY RedCAP
eConsent should ensure that all consenters

have completed the network training:
e https://redcap.link/StrokeNet eConsent Training "ER FY
* This training certificate should be filed E
appropriately and easily assessable upon request

VERIFY REDCap
E-Consent Guide

* The VERIFY specific eConsent guide is provided
in the toolbox

* Please review prior to your first eConsent

gERTFY


https://redcap.link/StrokeNet_eConsent_Training

RedCAP VERIFY Project Access

* To obtain access to the REDCap VERIFY TMS data entry and/or the HV/Stroke eConsent
project each user must request a CCHMC specific REDCap user ID by following the below

Instructions:

* Cincinnati Children’s CCHMC REDCap Access:

* Forindividuals who do not have access to CCHMC REDCap, a self-request survey can be filled out here:
https://redcap.research.cchmc.org/surveys/?s=RESEHCK9YH

* When asked, ‘Would you like to inform another person of your REDCap Account Creating and REDCap Username’,
please respond ‘Yes’ and enter verifystudy@ucmail.uc.edu — this will allow us to add you as a user to your VERIFY

eConsent project.

* Forindividuals who have CCHMC REDCap access, you can login at the following link:

* https://redcap.research.cchmc.org
* Ensure Cincinnati Children’s Hospital Medical Center is selected under the Select your identity provider section, then click Go
to Login page button. REDCap will redirect you to the CCHMC federated login page. Enter your CCHMC credentials (individual’s

email address) and click Login.

As of January 2022, CCHMC REDCap will use Multi Factor Authentication (MFA) and users will be prompted to use Duo for authentication. Sites will need to set up
Duo MFA Registration to get their account ready: https://mfa.research.cchmc.org (please refer to step by step instructions here:
https://confluence.research.cchmc.org/display/RESITHUB/Duo+MFA+Registration ).

* Once authenticated with CCHMC, users will be redirected back to REDCap.

* Email Anthony Rogers or Study Project Managers to be manually added to the VERIFY
specific projects!!
* Anthony’s email rogersat@ucmail.uc.edu

* Please include your REDCap user ID in your email %’EI QTFY

**Note: to be provided access the user must be delegated the consenting task on the DOA in WebDCU to gain access to the stroke & HV consenting projects**



https://redcap.research.cchmc.org/surveys/?s=RE8EHCK9YH
https://redcap.research.cchmc.org/
mailto:rogersat@ucmail.uc.edu

Study Specific Trainings

Recertifications

Table shows when you need to be recertified on each
behavioral assessment. Links to trainings are provided on
the previous slides.

* FM & ARAT require recertification every 6 months.

* The Cramer Lab will send reminder emails at 1
month AND 1 week prior to your training expiring.
This will serve as a reminder to complete your
recertification.

* Each TMS Operator requires a practical refresher training
after 4 months from the last performed VERIFY TMS
session.

* Practical refresher involves performing TMS
protocol with a healthy volunteer and uploading
the dataset to REDCap

* The last VERIFY TMS session could have been
performed/conducted with either a stroke patient
or healthy volunteer.

* Contact the VERIFY TMS Core with any questions
verify.study.tms@gmail.com

{Note: each TMS operator obtains a gold certificate
after completing this training is uploaded to the
WebDCU TMS training placeholder)

Platform Assessment Name L ion | Link to training
Upper Extremity Fugl-Meyer Scale Every 6 months ttps://secure bluecloud.net/v
Bluecloud | Action Research Arm Test “NSEuery 6 moptheeet” erify-study
Rankin Focused Assessment Every 2 years
MoCA Montreal Cognitive Assessment Every 2 years https://www.mocatest.org/get
Website -certified
Modified Rankin Scale Every 2 years
NIH Stroke Scale Every 2 years
Behavioral Assessments Training Every 1 year
Certification:
*  Motor Activity Log-14 (amount of use)
CaDnS}l)Jus : ég;:::::xs:;;g; https://dcu.musc edu/campus/
®  Geriatric Depression Scale-15Q
®  NeuroQOL-Anxiety-8Q
®  Star Cancellation Test
. Pain Visual Analos Scale
SAFE Score Training Every 1 year
TMS Safety Checklist Training (Module 2) Only 1 time
Six Online TMS theory training modules Only 1 time
(Repeat training may
{Note: After successful completion of online TMS be requested by the
training, TMS operators will receive a “green light” it ] h . : -
email confirming they can proceed with the practical ttps://verifytraining.blogs.auc
TMS training with healthy volunteers). kland.ac.nz
Initial Practical TMS training with healthy Only 1 time
volunteers
TMS
Website

Practical TMS Re-training

{Note: each TMS operator must perform TMS on 3
healthy volunteer or a stroke patient at least every 4
months to maintain training compliance)

Every 4 months
(from last VERIFY

.w session) >

Online TMS Protocol Recertification Quiz

{Note: each TMS operator obtains a green certificate
after completing this training is uploaded to the

Every 1 year

WebDCU TMS training placeholder)



mailto:verify.study.tms@gmail.com
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