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Assessment Changes Study
Effective September Ist:
BTACT to Replace NIH
Toolbox

In this issue, we outline the shift from NIH Toolbox to BTACT
at the 3 and 12 month visits effective September 1Ist. You'll
find key information on administering the paper-based
Neuro-Qol, revised payment details, and next steps for
returning iPads, as well as tools to assist your team during
implementation.

Milestones

176 Subjects Enrolled

193 Subjects Consented

46 Sites Open for Enrollment

31 Sites with at least 1 Enroliment
18 Sites in Preparation

81 NOAs Certified

Calendar of Events

SIREN Study Coordinator Call; September 2, 2025 @ 1:00pm ET
POST-ICECAP Office Hours; September 9, 2025 @ 1:00pm ET
SIREN Journal Club; September 17,2025 @ 1:00pm ET

SIREN Steering Committee Meeting; September 24, 2025 @
12:00pm ET
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https://siren.network/trial/post-icecap/

NIH Toolbox Discontinued
Effective September 1

The NIH Toolbox assessment and use of IPads will be discontinued beginning September 1st.
Below is what you need to know to prepare your site for this transition:

What's Changing with Assessments?
* NIH Toolbox will no longer be collected.
e BTACT will now replace the NIH Toolbox at the 3 and 12 month visits.

How Should the Neuro-Qol Be Collected in the Absence of an IPad?
* Sites will administer the Neuro-Qol via paper short forms located in the Outcomes MOP
Version 2 — Page 22.
* Hold onto your paper copies; data should be entered into WebDCU when the DCC gives the
go-ahead (database changes are currently underway).

Is the NIH Toolbox Certification Still Required?
* No. The NIH Toolbox certification is no longer required. Sites can waive the training requirement
in WebDCU.

What Should Be Done with our iPads?
* iPads will be collected and returned to the CCC at the University of Michigan.
o To coordinate the return of the iPads, please take this survey

= After we receive your response, we will contact sites with their return label and shipping
instructions. Each site is responsible for procuring their own shipping box. The CCC will
provide sites with a pre-paid label. Please ensure the following items are included:

= jPad

» iPad protective case (if applicable)

= Keyboard accessory (if applicable)

= Charging cable and adapter (if applicable)

How Are Payments Affected? Remote Visit | BTACT & Payment Payment in
e Site payment details have been

EnralimentfIintake Questions n,"a (no payment until 3 month visit)
updated to reflect these |EZEEM
5400 for the wvisit with an additional

changes, see the screenshot $200 for BTACT and Neuro Qol at 3
here. Please visit Payment months (50, $400, orS600)

Milestone on our POST-ICECAP
website for more details.

12 month 5400 for each visit completed (g, 9, 12
months) with an additional $200 for
BTACT and Newra QoL at 12 months
(50, 5400,5600, $800, $1000, $1200,
or $1400



https://docs.google.com/document/d/1LvlY3WRmzQ3zDIZjeKRu_QodPidBhQAk/edit#bookmark=kix.sxvf15gribmk
https://docs.google.com/document/d/1LvlY3WRmzQ3zDIZjeKRu_QodPidBhQAk/edit#bookmark=kix.sxvf15gribmk
https://umich.qualtrics.com/jfe/form/SV_6R1yCws1tJqCBdY
https://siren.network/trial/post-icecap/payment-milestones/
https://siren.network/trial/post-icecap/payment-milestones/

NIH Toolbox Discontinued
Effective September 1- Continued

WebDCU Changes Coming Soon

The following changes are planned but not yet available in WebDCU. Please use this summary as
a preview of what to expect. We will notify sites as soon as the updates are released and ready.

* F308 Visit Summary
o Additional questions will be included for both retrospective and prospective patients to
ensure accurate CRF population within the Subject CRF Binder.
o Retrospective Patients:
= |f an F512 Neuro-Qol file has already been uploaded, the DCC team will mark Q05
(“Type of Neuro-Qol assessment”) as iPad on behalf of all sites.
= |f no file has been uploaded, a rule violation will be triggered and must be addressed by
the site. Sites will then have the option to select iPad, Paper short forms, or None in Q05.
= |f Neuro-Qol was not collected, sites will be required to provide a reason in QO06.

* New CRFs at 3- and 12-Month Visits
* For patients where “Paper short forms” are indicated in F308, the following CRFs will be added:

o F523 Ability to Participate in Social Roles and Activities — Short Form

o F524 Anxiety — Short Form

o F525 Depression — Short Form

o F526 Emotional and Behavioral Dyscontrol — Short Form

o F519 Fatigue — Short Form

o F518 Lower Extremity Function (Mobility) — Short Form

o F527 Positive Affect and Well-Being — Short Form

o F528 Stigma — Short Form

o F517 Lower Extremity Function (Mobility) — Short Form

o F529 Satisfaction with Social Roles and Activities — Short Form

o F530 Cognitive Function — Short Form

o F531 Communication — Short Form
F532 Sleep Disturbance — Short Form



Interim No-Cost Extension Awarded!

* The University of Michigan is working to finalize the contract with Columbia.

o Sijte subcontracts will follow soon.

* The revised payment schedule will accompany the contract extensions.

* For sites that are preparing, please note that this revised payment schedule now limits the $2,000
start up payment to the 1°* 50 sites activated.

Disability Rating
Scale Form
Guidance

* A POST-ICECAP specific Disability
Rating Scale form has been created
and added to the CRF completion

guidelines and Just In Time slide deck.

The Education and Training page has
been updated to reflect this. Please
take a moment to review this
information and contact the study
team if you have any questions about
this.

* This form should only be completed if
the subject has any mRS=5 OR has a
disorder of consciousness at any visit.

* Please follow the detailed Instructions
while administering the DRS
questionnaire.

POST-ICECAP
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https://siren.network/trial/post-icecap/payment-milestones/
https://docs.google.com/document/d/15yxcbSfZpAMfs3zbN3eQX11ZEV43ZR1IdACVwQCEfPc/edit#heading=h.me84q6wy2g05
https://docs.google.com/document/d/15yxcbSfZpAMfs3zbN3eQX11ZEV43ZR1IdACVwQCEfPc/edit#heading=h.me84q6wy2g05
https://docs.google.com/presentation/d/11YLSNJbEpxfDKjMu9AR2ROcdy_CzLSl6/edit?slide=id.g374add6ac80_0_0#slide=id.g374add6ac80_0_0
https://siren.network/trial/post-icecap/education-and-training/
http://umich.edu/
http://umich.edu/
https://drive.google.com/file/d/144pb4OnQ3As8OwtXe5QGpNMW462JxSCx/view?usp=sharing

FAQS

Q: Does the person administering the paper Neuro-Qol require any specific training?
A: No formal training is required to administer the Neuro-QoL.

Q: Will the NIH Toolbox training certificate be required moving forward?
A: No, please waive the training requirement in WebDCU.

Q: Are the 3 month and 9 month follow-up visits still required to be conducted in person now
that the NIH Toolbox is discontinued?
A: In-person visits are preferred when feasible. However, telephone visits are allowed if more
convenient for the participant. Long sessions can be split into two or more calls to accommodate
participant needs. The priority of CRF collection is as follows:
1.Modified Rankin Scale (F144) (must-have measure for all participants).
2.1f MRS < 5, collect in this order:
o Follow-up form (F516)
o Neuropsychological outcomes (F509, F512)
o Psychological patient-reported outcomes (F507, F508, F510)
o Physical and social patient-reported outcomes (F511, F514, F515, F517, F518, F519).

Join the Upcoming SIREN
Study Coordinator Call!

Don't miss the call on Tuesday, September 2, where Dr. Clif Callaway will review the F506
Pittsburgh Cardiac Arrest Category Score. He'll share best practices for completing the form, with
a focus on the Four sub-score and SOFA subscales. Be sure to tune in!
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Recognition Alert!

A special shout-out to Harborview Medical Center for their outstanding contributions to the study!
They have reached a study milestone by consenting the 175th participant. Congratulations!

CERTIFICATE

OF RECOGNITION

Contact Information

Reminder: Use Email for Non-Urgent POST-ICECAP Questions

For all non-urgent issues related to the Protocol, Questionnaires or Instruments, NIH
Toolbox/IT problems with iPADS:

Email is the preferred option POST-ICECAP-contact@umich.edu

For additional support, you may also reach out to the trial Pls:
Sachin Agarwal:sa2512@cumc.columbia.edu
Clif Calloway:callawaycw@upmec.edu

For immediate emergency assistance during enroliment, please use the 24/7 ICECAP
Principal Investigator Hotline at 1-833-4-ICECAP (1-833-442-3227).

Site Management: Natalie Fisher brownnat@med.umich.edu

Contract: Deneil Harney dkolk@med.umich.edu

Education (training, website access, material development, technical support):
Courtney Miller coraymon@med.umich.edu

WebDCU Support (user account requests, technical support, CRF completion):
Sara Meyer (843) 792-1599 butlers@musc.edu
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