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SYM®N! Contacts

$Ymptom Man
Oral aNti-eanc

Data Management Lisa Abate

For questions concerning eligibility or abatel@nrgoncology.org
data submission
Aaron Johnson
johnsona@nrgoncology.org

Protocol Development Erica Field, MPH, MHA
For questions concerning protocol and fielde@nrgoncology.org
informed consent versions &

amendments

Project Managers Jamillah Gross-Caldwell, MSU
For questions concerning patient 517-353-6534

recruitment, data collection, and

intervention delivery. Grey Freylersythe, UMiami

305-243-9832

Shared Inbox:
symon@miami.edu
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SYM®N Participant Intervention

Oral aNt

Adaptive ATSM (IVR + Symptom Handbook) with reports to clinicians)
n=6 practices

Unresolved | —> No TIPC
Enrolled, distress for
rant_:lo_mlzed at — > | 2 weeks Yes TIPC for 8
clinic level > weeks

Active control (IVR only with reports to clinicians)
n=6 practices

Week 1 Weeks 1 -4 Week 12 Week 17

IVR = Interactive Voice Response

N RG ATSM = Automated Telephone System Management

ONCOLOGY ™ TIPC = Telephone Interpersonal Counseling

NRG-CC012CD




SYMOINI

* Protocol activation 5/20/24 - ARO20
« Opened to patient accrual Patient Enrollments - AZ151
1 0/4/24 as Of 5/30/26 = GA020, GA040, GA105
e Current Accruals (as of . 1L042
5/30/26)
. PATIENTS N=371 / 51 6 (72%) m /L7168, IL393, IL405, IL406
« PERSONNEL N=56/50 = KS714 (CLOSED)
= LAO29
* Accrual Frontrunners = M0200
* Closedto Accrual n=45 = NM004

* Carle, firstto close accrual! = PRO46. PRO50. PRO31. PRO30
* Single-Site Enrollers ’ ’ ’
* UNMn=35 " SC008
e Multi-Site Enrollers 4“ = SC045, SC053, SC036, SCO60
* GEORGIA CARES n=40 = SCOBA

= WI028, WI093, WI128, WI146,

WI176, WI219
N RG = HI005, HI023, HI027, HI046,

ONCOLOGY ™ HI051




Patient Enrollments by Month
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N RG Enroliment target: 2 per month per site

ONCOLOGY™ . .
since site approved to enroll
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Patient Enrollments by Site

mm Total Enrollments  =——Enrollment Target

N RG Enroliment target: 2 per month per site

ONCOLOGY™ . .
since site approved to enroll



Spanish Speakers Enrollment (as of 5/31/26)

e Tg rget 78 (1 5%) Spanish Speakers by Site
14
* Total Enrolled: 12
N=45 10
* Impact on Study 2
* If we reach 438 4
English Speakers ) I I
first, we willclose | I o S I
to English Speakers. :
QA & 2 & 2@ O X @ O 0 U XL x0 &
* If we reach 78 o %e&\ Orz?@ %@Q‘? vl O%&@o& o@& Q\@“‘O&QA‘O @% ‘?‘Q;b\& Qé@”&%o\$ %\q;@
. o)
Spanish Speakers o X L @& S &L
first, we remain & O & &
open to all PN v
accruals! R e

N RG QQ’(\’6
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Reminders and Questions
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Calendar-Based Dates Flowchart

Scenario 1:
Baseline interview
completed < 45 days
from registration (i.e.
before CBD) Use Week 1 IVR report
for Week 1 vital status

Scenario 2: (regardless of dates)

Baseline interview
completed 46-60 days
from registration (i.e.
within 14 days of CBD)

Register patient — Set

calendar-based date

(CBD) out to 45 days
after registration

Date of Registration:  13-Apr-2026 .
c ) Scenario 2:
alendar Base Date: —Z23-Apr2626— i ) ; .
28-May-2026 Baseline interview Request adjustment of Use Week 1 IVR report

completed > 60 days calendar-based date for Week 1 vital status
from registration (i.e. > by email to SYMON (dates will align)

14 days after CBD)

Subject #: CC012CD-00XXX
Original Calendar Base Date: 6/30/2025

N RG Requested change to Calendar Base Date: 7/30/2025

ONCOL OCHY™



Reminder: Frequently Asked Questions

Posted on CTSU (v.4.15.2025)

Great for new site personnel!
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Similar/Competing Studies

Have any sites noticed new/possibly competing trials impacting recruitment?

Previously Noted:

NRG

ONCOL OCHY™

CA204-008 PREAMBLE (Prospective Research Assessment in Multiple Myeloma): Co-enrollment is
allowed, because it is an observational study

EAQ221CD CONCURXP (Medication Adherence): Sites with this trial open should offer the CONCURXxP
protocol first, and then SYMON can be offered to participants who decline the first.

EQA222CD CostCOM (Financial Navigation): Co-enrollment is allowed, because it is not a symptom-
specific intervention

COSMIC WF2304-A172401 (Cannabis Cohort): Co-enrollment is allowed, because COSMIC is
observational.

NRG-CC015 (HEAL-ABC Mindfulness): Not competing. Breast cancer patients on this protocol must be 6
months post-treatment completion, so would not be eligible for SYMON.



“Discontinuation of Medication”

Most common reason for withdrawal:
“I've stopped taking the medication.”

Action for sites:
Emphasize at consent that they stay on study even if they
stop for any reason.

NRG
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Participant Study Completion

* You will receive an email from Jamillah when your
participant has completed their Week 17 interview/final
study activities. We also notify NRG.

« Usually, we start trying to complete Week 17 around
the same time as the IVR, but with preferred
times/scheduling it may take 2-3 weeks to complete.

NRG
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Participant
reports they

want to stop
study activities
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Participant Withdrawal Workflow

Step 1: Speak
to participant
and clarify
concerns

Step 2:
Discuss
options

A. Participant decides to complete the
study as designed, with interviews and
weekly automated IVR calls.

B. Participant decides to complete
interviews only (Baseline, Week 13
and Week 17), and opt out of weekly
automated IVR calls

C. Participant decides to opt out of all
calls but allow the collection of the
medical records data through their
planned Week 17 completion date.

D. Participant decides to formally Withdraw
Consent

Next Steps: No action

Next Steps: Email SYMON
to stop IVR calls

Next Steps: Email SYMON
to stop all calls, complete
End of Study form

Next Steps: Email SYMON
to stop all calls, complete
End of Study and
Withdrawal of Consent
forms

SYMON Email
symon@miami.edu



mailto:symon@miami.edu

Personnel Changes

Many sites have recently had changes to study personnel

* Please notify us at symon@miami.edu when someone
leaves so we can update our records

* Most critical if they receive IVR reports

 |f consented, they may need to be withdrawn from
study, too
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Learn More

« Contact us!
« Jamillah Gross-Caldwell & Grey Freylersythe
SYMON@miami.edu

* Resources

« General information:
- www.craneresearchlab.org/cc012cd
*  Monthly Update slides will be posted here after each monthly meeting
«  Sample recording of symptom monitoring call uploaded now
- www.nrgoncology.org/Clinical-Trials/Protocol/nrg--cc012cd?filter=nrg--cc012cd

* NRG Meeting Kick-Off Training
- nrg2024winter.s3.amazonaws.com/RG-CC012CD+Workshop.mp4
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Thank you!
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