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Total Cancer Care Protocol

Total Cancer Care: A lifetime partnership with patients of the James

Lifetime consent

Identify & recontact patients Access to medical information

Genomic testing Commercialization

Collect, store and distribute biospecimens

Over 69,000 patients consented to TCC
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TCCP Data & Specimen Request Database

(background and requirements)

Requests historically tracked in eRAMP (billing system)

Our needs: eliminate manual emails for process standards
Capture additional details in the initial request
Link feasibility requests with data/specimen requests
Integrate with other REDCap databases
Automate some of the process...
Agreements
Approvals
Outcomes surveys

Enhancements
Metrics/reporting (SQL)

Manually tracked/managed on spreadsheets - reports created in SQL to help manage the process
Due to the number of tables in this database, SQL became essential to pulling together the data

Dashboarding

Manually created graphs/metrics - automated updates to PowerBl dashboards (via SQL)
Visibility for the requesters/investigators
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Know what you need to track

(discretely capture with additional fields instead of summary text boxes)

Investigators with Active Projects

Project counts
Feasibility, data/specimen, both
Deidentified, coded-limited, IRB approved

Project Status

Disease groups of interest
Breast, colorectal, thoracic, etc.

Specimen types

Frozen tissue, blood DNA, plasma/serum, etc.

Investigators/departments/programs

TCC Patient counts

Screened
Final counts
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Instruments, Events and Survey Settings
(33 instruments, 5 events, 28 enabled as surveys)

Initial Request

Request

[initial _request_arm 1]

completed by requester (https.//go.osu.edu/osutcc)

Instrument name

TCC Project Form
Feasibility Form

Data/Specimen Form

Agreements

completed by investigator for data/specimen requests

TCC Investigator Agreement (De-identified)

TCC Investigator Agreement (ldentified)

TCC Data Use Agreement

Dashboard

viewable by requester/investigator
TCC Project Status Dashboards

Admin

Project Survey

[project_survey arm_1]

Project Outcomes Survey

completed by requester/investigator

Data/Specimen Survey

Fields
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Project Status

[project_status_arm_1]

Timeline Log

updated by TCC Admins

Project Timeline 5 D" Enable I
Internal Review

[internal_review_arm_1]

Internal Review/Project Plan

completed by TCC Admins

Feasibility TCC Internal Review 3 D,, Enable

Data/Specimen TCC Internal Review 9 D” Enable ]

Database set up as
longitudinal to allow us to
automate some of the
process

Committee Approval
[committee _approval_arm_1]

Approvals

completed by committee members and disease group leader(s)
TCC Research Committee Approval 72 D.. L]
PI/Director Review 62 D,. V]
TCC Review Member #1 62 D,, /]
TCC Review Member #2 sz [ ]
TCC Review Member #3 62 | Lo Y
TCC Review Member £4 e [ Y
AL MDS Approval 6 [ 9
EMT Approval 62 (X /]
Breast Approval 82 (o /]
CLL Approval 63 [ 9
CNS Approval 82 (o /]
Gl Approval 628 D,, V]
GU Approval 6 [ 9
Gynecologic Approval 62 D,, V]
HN Approval 68 I 9
Lymphoma Approval 68 D,. V]
Melanoma Approval 82 (X /]
MM Approval 68 (3 /]
Sarcoma Approval 63 D,, /]
Thoracic/Lung Approval 62 D,, V]
Thyroid Approval 68 [ L]
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Initial Request

(TCC Project Form, Feasibility Form and Data/Specimen Form)

Split the request into three
separate forms to field
redundancy and link current
data/specimen requests with
past feasibility requests.

TCC Project Form —
project level request data

applicable to both

feasibility and

data/specimen request
Feasibility Form —
feasibility specific questions
Data/Specimen Form —
detailed/discrete questions
related to the data and/or
specimens

NOTES
Field Type = Begin New Section
. Piping Logic
Project Summary Formatting with Rich Text Editor
- ) No branching logic

(Summary of the data submitted on the project form)

TCC Request ID #500

Requestor: Jane Test

Title: Study the XYZ1 gene in colorectal cancer patients who are MSI-H vs wildtype.
Principal Investigator: Test, John
Co-Investigator(s): Jane Test and Jim Test

Objectives: Requesting tumor tissue and blood (germline) samples from 50 patients (25 from each
group) who are MSI-H and MSI wildtype and do not have any sequencing data available. Requesting
sequencing data from 50 additional patients (25 from each group) that do have seguencing data
available.

We would like to study XYZ1 in both tumor and germline samples to see the correlation between tumors
being classified as MSI-H vs wildtype.

Project/Patient Inclusion Criteria: stage 3 and 4

Project/Patient Exclusion Criteria: stage 0, 1 & 2 FeaSibi | itv Su mmary

Site(s)_of Interest: Digestive System NOTES

Malignancy Level: Malignant necplasms Patient Count Minimum: 100 Field Type = Descriptive Text ‘

Histology Main Category(s): Carcinoma Specimens Inclusion Criteria: 30 mg frozen tumor Piping Logic

Histology ICD-O Category(s): 10 curls @ 5 microns FFPE tumor Formatting with Rich Text Editor
Adenomas and adenccarcinomas 1ug blood DNA Branching logic

Specimens Exclusion Criteria: 4

Additional Requirements: Frozen Tissue, FFPE Tissue, DNA from blood

Molecular Data: WES - Tumor, WES - Germline
LOS Application Title: Study the XYZ1 gene in colorectal cancer patients who are MSI-H vs wildtype.

Aggregate Counts Provided:

Patients with tumor tissue: 35 patients with MSI-H & 48 patients with wildtype

Pstients with sequencing available: 25 patients with M3I-H & 25 patients with wildtype

The James
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Initial Request
(Project Summary & Feasibility Summary field creation)

Field Type: | Begin New Section (with optional text) v Field Type: | Descriptive Text (with optional Image/Video/Audio/File Attachment) v B Codebook
- . - EAi uestion Number (optional) - -
Field Label [J) Use the Rich Tex: Editor [ﬂ gwldm T m.’; 'i\m Variable Name (utiized nlogic calcs, and exports)

: P, —— | Enable auto
<center><h3><b><u>Project Summary</h3></b></u><h4>(Summary of the data submitted on the project form)</hd></center> B feasibility_pipping O naming of
<hE> Field Label () Use the Rich Text Editor [?] ONLY letters, numbers, and underscares {:’:’fjw"

- , imici ) . . idi</us</ o - i its Field
<u=<b>TCC Request ID #[initial_request_arm_1][tcc_request_id]</u=</b> <center><h3><b><u>Feasibility Summary</h3></b></u></center><h6> Label?

<u*<b>Patient Count Minimum:</u></b> [initial_request][feas_patient_min] . .
<u><b> stor:</u></b> [initi st t ) ] . ) - T - - . BLURGITEN [#] Smart Variables [l < Pi
u><b>Requestor:</u></b> [initial_request_arm_1][requester_name] <u=<b>Specimens Inclusion Criteria:</u></b> [initial_request][feas_spec_inclusion]

<ur<b>Specimens Exclusion Criteria:</u></b> [initial_request][feas_spec_exclusion] IM'
<u><b>Title:</u></b> [initial_request_arm_1][project_study_title]

<u=<b>Principal Investigator:</u>®</b> [initial_request_arm_1][pi_last_name)], [initial_reguest_arm_1][pi_first_name]
<u><b>Co-Investigator(s):</u></b> [initial_request_arm_1][co_investigator]

- . N - . Optional media to embed or attach:
<u><b>Additional Requirements:</u></b> [initial_request][feas_add_reguirements] B ) )

<ur<b>Molecular Data:</u></b> [initial_request][feas_molecular_data_types] % Embed media (video, website, survey,

etc.) 2]

<u><b>Objectives:</u></b> [initial_request_arm_1][project_objective] <u><b>L0OS Application Title:</u></b> [initial_request_arm_1][los_spplication_title]
<u><b>Project/Patient Inclusion Criteria:</u></b> [initial_request_arm_1][patient_inclusion] <u><b>Aggregate Counts Provided:</u></b> eE ::m 4 OU[Jbe,_Com‘.”/-'at\?ﬁ?\‘=5’7(ECLIWML.DZO.
<u>r<b>Project/Patient Exclusion Criteria:</u></b> [initial_request_arm_1][patient_exclusion] [initial_request_arm_1][feas_aggregate_counts T ',_e,ta::q?:‘ZT;Twe' b
Y h ffr-:a:i:ap-myi'miuticﬁ.org"s_m'eys.‘?

<ur<b>Site(z) of Interest</u></b> [initial_request_arm_1][site_of_interest] < s=MIHLBLEWWT
<ur<b=Malignancy Level:</u=</b> [initial_request_arm_T][malignancy_level]
<u»<b>Histology Main Category(s):</us</b> [initial_request_arm_1][histo_main_cat] Choose method below for the following field: feasibility_pipping - Feasibility Summary Patient C...
<ur<b>Histwology ICD-O Category(s)</u></b> e - - -

I = g .J,l' ! . . ®  Advanced Branching Logic Syntax How to use [¥ Branching Logic| [GEERET 5T RSt
&nbsp:&nbsp;&nbsp:&nbsp;[initial_request_srm_1][carcinoma_histo_cat]
&nbsp:&nbsp;&nbsp:&nbsp;[initial_request_srm_1][lymphleukmyeloma_histo_cat] -— Show the field ONLY if...

&nbsp:&nbsp;&nbsp:&nbsp;[initial_request_srm_1][reproneoplasm_histo_cat]

[purposze_of_request] = "Feasibiliy”
&nbsp:&nbsp;&nbsp;&nbsp;[initial_request_arm_1][sarcoma_histo_cat]

™

yA
Clear logic

REMINDER Test logic with a record:
Include the [event-name] in front of the variable for piping to work correctly.
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Initial Request

TCC Project Form @HIDDEN-SURVEY

Auto-numbering for records
Hands off and automated

TCC Request ID 530

Project ID (visual cue that corresponds to a specific TCC Project ID
project) :
Utilizing auto-numbering from REDCap istinct Investigator Lt o

(internal Field Only)

(internal Field Only) Last, First (department - If needed)

AtoZ

Distinct Investigator Codes
Metrics/reporting
Filtering
Alerts & Notifications for committee approvals

Distinct Co-Investigator List Test, Jane | Test, Jim
(Intefnal Field Only) Last, First (department - If neecec)

CO PI Group = (A to Z) Last, First | Last, Frist
AtoZ

Part of the request completed by requester =
Purpose of Request V

Feasibility - Select this option for TCC enrollment information,
aggregate counts and/or Letter of Support (LOS) needed for

P u rpose Of Req u eSt study planning or grant writing purposes.

NOTE: For a feasibility request, we will provide aggregate

Directs requester to next appropriate form based on the B P

req ueSt Data/Specimens - Select this option to request TCC data and/or
biospecimens. Be as specific as possible.

® Feasibility

PHI & Data Request Type s i
DlreCtS req UeSterllnveStlgatOI’ to the appropnate Will the data and/or specimens need to be received

with PHI (protected health information)?

agreements

* must provide value

Data Request Type

See below for descriptions regarding the request types. IR2 Approvad Reguest

* must provide volue




Survey Queue: Initial Request
(instrument must be enabled as a survey)

Request

completed by requester (https.//go.osu.edu/osutcc)

; ‘Feasibility Form" - Initial Reguest

Activated

|_Deactivate

i; ‘Data/Specimen Form”™ - Initial Reques:

Activated

|_Deactivate

When the following survey is completed:

‘ "TCC Project Form” - Initial Request v

When the following logic becomes true: low 10 use this

[niva_request_arm_"[ourpose_of_request] = Feasioility

Vi
(e.g. [enrcliment_arm_1][age] > 30 and [enrollment_amm_1][sex] = *1")
Test logic with 2 record:
When the following survey is completed:
"TCC Project Form” - Initial Request v

[AND v |
When the following logic becomes true: How 16 use this
([initial_request_arm_1][purpose_of request] ='DataSpecimens))
or (linifial_requést_zrm_11[feas_fnzlizec_dg <> ™)
Vs

(e.g. [enroliment_arm_1][age] > 30 and [enrollment_amm_1][sex] = *1")

Test logic with 3 record: | -- selectrecord - W

REMINDER

Include the [event-name] in front of the variable for logic to work correctly.

Agreements

completed by investigator for data/specimen requests

‘TCC Investigator Agreement (De-identified)" -
Initial Request

Vv

Activated

,V Deactivate ]

‘TCC Investigator Agreement (ldentified)" -
Initial Request

Vv

Activated

Deactivate

"EEEsa<s"=

i’ ‘TCC Data Use Agreement” - Initial Request

Activated

|_Deactivate

When the following survey is completed:

‘ "Data/Specimen Form" - Initial Request v

When the following logic becomes true: Jow 16 wese Lhis
[nitia_request_arm_T1{ohi_identfiers_ynl = "No" and
([initial_request_arm_1](data_request_typel =" or )
[nita_request_arm_  [[data_request_type] = ‘Deldentfied” or

[nitia_request_arm_T1ldata_request_type] = "Codeclimted’) Y

(e.g. [enroliment_arm_1][age] > 30 and [enrollment_amm_1][sex] = *1")

Test logic with 3 record: | --selectrecord - W

When the following survey is completed:

‘ "Data/Specimen Form" - Initial Request v

When the following logic becomes true: How 1o use this
([initial_request_arm_1][phi_identifiers_yn] = "Yes” an
([mital_request_srm_1][data_request_typsl = ""or
[initial_request_arm_1){data_request_type] = "IRB")) or

(linitial_request_arm_1][phi_Tdentifiefs_yn] = "No" and
[nitia_request_arm_"]{datz_request_tyoe] = "IRE") Y
(e.g. [enrcliment_arm_1][age] > 30 and [enrollment_amm_1][sex] = *1")

Test logic with 3 record: | --selectrecord -~ W
=K U N e
When the following survey is completed:

‘ "Data/Specimen Form" - Initial Regquest v

When the following logic becomes true: low 16 use !
[initial_request_arm_1){phi_identfiers_yn] <> ™" and
(linitial_requesi_arm_1]
[tcc_investigator_agreement_deidentifisd_complete] <> ™ or
[nita_request_arm_1]
[tcc_investigator_agreement_identified_complete] <= )

(e.g. [enrcliment_arm_1][age] > 30 and [enrollment_arm_1][sex] = *1")
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Survey Settings
(instrument must be enabled as a survey)

Survey Instructions & Survey Completion Text
Font/formatting
Piping logic

NOTE: The investigator can complete the
agreements required for the request from the
survey queue if the investigator is the one who
completed the request.

TCC Project Form NOTES
Survey Settings = Survey Instructions

Piping Logic
You will need to complete two surveys to complete your request. Formatting with Rich Text Editor
1. General project information (current survey)

2. Specific request information; depending on request type, one of the following surveys will be available:

* Feasibility (aggregate counts only, with the option to request a LOS)
* Data/Specimen

*If your initial request is for Feasibility, and you wish to proceed with requesting specimens or data from the
Feasibility results, a Data/Specimen request survey link will be provided to complete the project.*

You will receive an email once the request is successfully submitted.
If you have any questions contact us as TCC.Requests@osumc.edu
Thank you!

Thank you for completing a TCC Data/Specimens request.

The designated PI for the request, Test, John must sign and submit the following agreements.

An email with the link to the agreements has been sent to the requester - please forward if needed.

Have a nice day! NOTES
Survey Settings = Survey Completion Text
Piping Logic
Formatting with Rich Text Editor ‘
— i e
i= Survey Queue @ Get link to my survey queue ‘ ) \
Listed below is your survey queue, which lists any other surveys that you have not yet completed. ! i\ — .
To begin the next survey, click the 'Begin survey' button next to the title.
Status Survey Title
o Completed
« Completed ‘ im

Begin survey TCC Investigator Agreement (Identified) - Initial Request
Begin survey TCC Data Use Agreement - Initial Request

THE OHIO STATE UNIVERSITY
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Alerts & Notifications
(Requester Alert: New Feasibility Request Summary)

Edit Alert #48 (unique Alert ID: A-432) X

You may define the zettings for your alertin Steps 1-2 below. After clicking the Save button 3t the bottom, your slert will immediately become active
and may be triggered at any time thereafter. If you would like to remove or stop using an alert, it may be deactivated at any time. You may modify an
existing slert 3t any time, even after some notifications have already been sent or scheduled.

Title of this alert: NEW Feasibility Request Submitted (Requester)

STEP 1: Triggering the Alert

A) How will this alert be triggered? ':' When a record is zaved on a specific form/survey*

If conditional logic is TRUE when a record is saved on a specific form/survey*

() When conditional logic is TRUE during a data import, data entry, or as the result of time-based logic @
B) Trigger the alert...
when  “Feasibility Form” (Initial Request) v

is saved with Complete statusonly WV | (excludes data imports)

while the following logic is true:

[initial_request_arm_1][feasibility_confirmation_zlert_stop(Yes)] = "0" and (not_contain([initial_request_arm_1][tcc_request_id]. "H"))

ment_arm_1][sex] ="17) (® How 10 use 'stop logic to disable 3 scheduled alert

Ensure logic is still true before sending notification?

C) Trigger Limit: Trigger the alert... = only once per record (i.e., never re-trigger) v

* The alert will not be re-triggered if the form/survey tis set to send Every time in Step 2 below.

REMINDER
Adding fields to your project to initiate/inhibit Alerts & Notifications from
triggering will help prevent unwanted notifications when working in a record
and saving changes.

L.

’ Pl of E_] i’l' 0 R Voriabie: feasibility confirmation alert stop

NOTES

Field Type = Checkboxes or Radio Buttons

Formatting with Rich Text Editor
Action Tag

- . . e ]
Stop Confirmation Alert (Feasibility) Yes
{Internal Field Only)

(Select 'Yes' when

l EHIDDEN-SURVEY

This stops the confirmation emall to requester for reguest submission.

the feasibilty request Is first openec).

Field Type:  Checkboxes (Multiple Answers) v

Question Number (optona)

Displayed caly on the survey page

Field Label

<div clazs = "blue" style = "text-align :lefy;"><zpan style="color: #FFO000: "»<i>Stop Confirmation Alert (Feasibility)
<i=(Internal Field Only)=/i=</div>

Choices (one choice per line)

Yes, Yes
VA

How do | manually code the choices?

Action Tags / Field Annotation (optional)
@HIDDEN-SURVEY

Learn about Y LRETY or using Field Annotation

() Use the Rich Text Editor [2]

Variable Name (utilized in logic. calcs, and exports)

feasibility_confirmation_alert_

ONLY letters, numbers, and underscores

B Codebook

auto naming of variable
upon its Field Labes?

Howtouse [Eadcuiiy BT [+ Field Embedding|

/| Required?* No U Yes
* Prompt if fiedd is blank

Identifier? ® No O Yes

Does the Mield contain identifying

Custom Alignment | Right / Vertical (RV) v

Align the position of the field on the page

Field Note (optional)

Small reminder text displayed undemeath Mkl

The James
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Alerts & Notifications

(Requester Alert: New Feasibility Request Summary) e 5

* mu alue

(® STEP 2: Set the Alert Schedule Email To: | | * finitial_request_arm_1][requester_email] "Requester’s email” (Initial Request) | v
* must provide value

Or manually enter emails:

When to send the alert? @ Sendimmediately
(O Send on next | Day v attime [0 JEE
Email CC: ‘ v
(") Sendthe alert days hours minutes
- Or manually enter emails:
after v the exact time that the alert was triggered v E
() Send at exact date/time: @B Email BCC: ‘ | * tcc.requests@osumc.edu | v
Or manually enter emails:
Send it how many times? @ justonce
O ime the form!/ inStep 1Bis | sav v
Every time the form/survey in Step 1B is | saved Email to send email- —
excludes data ime ) tcc.requests@osumc.edu v
exclude failure errors:
(O) Multiple times on a recurring basis:
C' Send every 0 || days Vv | after initially being sent. Subject | TCC Feasibility Request Submission Confirmation ([pi_last_name], [pi_first_name] Request ID #[tcc_request_id])
* must provide value
Paragraph v . — B I U & < E@ =EE=EE S0
alue
EE E = BvE® Avey Qo L 8
R Prevent piping of data
Al :
ert expiration (o] for Identifier fields E [requester_name],
(optional) . g . - e . e . e Thic i _ . e .
This a er.. will be au,v{ieac:h'ated at ne‘;pe‘cr eg date/time above. Note: This will cause any already-scheduled Thank you for completing the TCC Feasibility Request Form for your project, "[project study title]”. The
notifications not to be sent after the expiration time. . - .
request D iz #[initial_request_arm_1][tcc_request_id].
To v est, visit finitial_request_arm_1][survey-link:tcc_project dashboards:TCC
Project Status Dashboard]
Thank you,
Total Cancer Care Operations Team
Vi

In the subject or message, you may use BV [#] Smart Variables

Example:

The James
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TCC Project Status Dashboard
(REDCap Extension)

TCC Project Status Dashboard TCC Project Status Dashboard

batasspecimen bashboard Feasibility Dashboard
TCC Feasibility Project Dashboard TCC Data/Specimen Project Dashboard

Request Number: 500

Request Number: 500 TCCO0500-TEST
TCCOO0500-TEST Submitted: 01-08-2024
Submitted: 01-08-2024
e N\ R

Specimen Status: In Progress Data/Specimen Status Comments:

Feasibility Status: Completed Feasibility Status Comments: Specimen Sub-Status: Specimen S
being pulled by bank
Clinical Data Status: N/A

( N Molecular Data Status: SLIDs
Project/Study Title: Study the XYZ1 gene in colorectal cancer patients who are MSI-H Identified
vs wildtype. \ J J

Investigator: Test, John
Co-Investigator: Jane Test and Jim Test

Requester: Jane Test ( h
Letter of Support Required: Yes Project/Study Title: Study the XYZ1 gene in colorectal cancer patients who are MSI-H
vs wildtype.
Project Objectives: Requesting tumor tissue and blood (germline) samples from 50 Investigator: Test, John
patients (25 from each group) who are MSI-H and MSI wildtype and do not have any Co-Investigator: Jane Test and Jim Test
sequencing data available. Requesting sequencing data from 50 additional patients (25 Requester: Jane Test

from each group) that do have sequencing data available. . o
Project Objectives: Requesting tumor tissue and blood (germline) samples from 50

patients (25 from each group) who are MSI-H and MSI wildtype and do not have any
sequencing data available. Requesting sequencing data from 50 additional patients (25
from each group) that do have sequencing data available.

We would like to study XYZ1 in both tumor and germline samples to see the
correlation between tumors being classified as MSI-H vs wildtype.

We would like to study XYZ1 in both tumor and germline samples to see the
correlation between tumors being classified as MSI-H vs wildtype.




TCC Project Status Dashboard
(REDCap Extension request)

* = would like the code

description populated, not TCC Feasibility Project Dashboard

the code

Request Number: 306 [tcc_request_id]
TCC Project ID: (TCCO0306-KIMA) ftcc_project_id]

Only available if " Submitted: 8/29/2022 [feas_date_submitted]
[feas_project_status] = "InProgress"

[Feasibility Status: In Progress [feas_project_status]*

Feasibility Sub-Status: Generating Counts [feas_project_sub_status]* ]] [Feasublllty Status Comments: text field [feas_status_comment ]

» From feasibility_form <

(Project/Study Title: The role of TWIST1 in colorectal peritoneal metastasis [project_study_title]\
Investigator: Klm, Alex [pi_last_name], [pi_first_name]
Co-Investigator: Dan Spakowicz, Dwight Owen [co_investigator] From

. 7 tec_project_form
Requester: Alex Kim [requester_name] —Project-
Letter of Support Requested: Yes [los_yn]

Qroject Objectives: large notes field [project_objective] /

Dashboard visible when [feasibility form_complete] = “2”

The James
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TCC Project Status Dashboard
(REDCap Extension request)

* = would like the code

description populated, not TCC Data/Specimen Project Dashboard

the code Only available if [specimen_project_status] =
Request Number: 306 [tcc_request_id] "InProgress" OR [specimen_project_status] =
. . "PartialCompleted" OR
(TCC00306 KIMA) [tec_project_id] [specimen_project_status] = "OnHold" OR
Submitted: 8/29/2022 [data_specimen_date_submitted] [specimen_project_status] =

"Clarificationinvestigator"

If [request_type]
;:zf;g’_"t‘-’y’;j}‘j_’_< €pecimen Status: In Progress [specimen_project_status]* \

“specimensbata” | | Spacimen Sub-Status: [Processing for shipment )

then these fields . .
available?f [specimen_project_sub_status]*® J

(N

| Data/Specimen Status Comments: text field
Tirequesttyee] || Clinical Data Status: Query Created [clinical_data_project_status]* [data_specimen_status_comment]

= “Data” or
[request_type] =
“SpecimensData”

then these fields Wolecular Data Status: Requested [molecuIar_data_project_staty

available?

I » From dataspecimen_form <

[Project/Study Title: The role of TWIST1 in colorectal peritoneal metastasis [project_study_title]
Investigator: Klm, Alex [pi_last_name], [pi_first_name]

Co-Investigator: Dan Spakowicz, Dwight Owen [co_investigator] |, From
Requester: Alex Kim [requester_name] tec_project_form

\Project Objectives: large notes field iproject_objectivel )

Dashboard visible when [dataspecimen_form_complete] = “2”
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Instruments, Events and Survey Settings
33 instruments, 5 events, 28 enabled as surveys)

Initial Request

[initial _request_arm 1]

Request

completed by requester (https.//go.osu.edu/osutcc)
Instrument name Fields
TCC Project Form 82
Feasibility Form 32

Data/Specimen Form 120

Agreements

completed by investigator for data/specimen requests

TCC Investigator Agreement (De-identified) 1

TCC Investigator Agreement (ldentified) 1

TCC Data Use Agreement 11

Dashboard
viewable by requester/investigator
TCC Project Status Dashboards

Admin

Project Survey
[project_survey arm_1]

Project Outcomes Survey
completed by requester/investigator

Data/Specimen Survey -

Enzbled as
survey

Project Status

[project_status_arm_1]

Timeline Log
updated by TCC Admins

Project Timeline

[0}

Internal Review

[internal_review_arm_1]

Internal Review/Project Plan

completed by TCC Admins
Feasibility TCC Internal Review 3 D.
Data/Specimen TCC Internal Review E D,

Database set up as
longitudinal to allow us to
automate some of the
process

Enable

Enable
Enable

Committee Approval

[committee _approval_arm_1]

Approvals

completed by committee members and disease group leader(s)

TCC Resesarch Committes Approval

Pl/Director Review

TCC Review Member #1
TCC Review Member #2
TCC Review Member #32
TCC Review Member =4
AL MDS Approval

2MT Approval

Zreast Approval

CLL Approval

CNS Approval

Gl Approval

GU Approval
Gynecologic Approval
HN Approval
Lymphoma Approval
Melanoma Approval
MM Approval

Sarcoma Approval
Thoracic/Lung Approval

Thyroid Approval

722 | [ 9
62 [ Y
sz [ Y
sz [ Y
ez [ Y
sg [N Y
e [ U]
e [ Y
sz [ Y
sz [ Y
s2 [ Y
sg [N 9
e [ U]
sg [ Y
s [ 9
e [ Y
s2 [ Y
s [ Y
es [ Y
sg [ Y
& [ @
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Alerts & Notifications
(Internal Alert: New Feasibility Request Summary)

Edit Alert #1 wunique Alert1D: A-201) X

NOTES
Field Type = Checkboxes or Radio Buttons
You may define the settings for your alert in Steps 1-3 below. After clicking the Save button at the bottom, your alert will immediately become active Formatting with Rich Text Editor
and may be triggered at any time thereafter. If you would like to remove or stop using an zlert, it may be deactivated at any time. You may modify an e ) Action Tag I
existing alert at any time, even after some notifications have already been sent or scheduled. ‘ v ¥ I:\_] & 0 R voriable: feas new reg summary den stop

. o e T [
Title of this alert: | (NEW) TCC Feasibility Request Summary Stop New Reguest Summary Alert (Feasibility)

(Internal Field Only) This stops the alert emall ta TCC Admins that contains the request summary.

(Select 'Yes' when the feasibility reqguest is first openec).
@ STEP 1: Triggering the Alert

| gvzo0EN-SURVEY

Yes

A) How will this alert be triggered? (O When a record is saved on a specific form/survey™*

- o . . Field Type: | Checkboxes (Multiple Answers] v B Codebook

If conditional logic is TRUE when a record is saved on a specific form/survey* P ( P )

() When conditional logic is TRUE during a data import, data entry, or as the result of time-based logic @ Question Number (optional)
o nt " Variable Name (utilized in logic. calcs, and exports)

Displayed cnly on the survey page ( =

T [ Enabie auto naming of variable

— besed upon its Field Label?

B) Trigger the alert...

feas_new_req_summary_slert

Field Label () Use the Rich Text Editor [2] ONLY letters, numbers,

and underscores
when | "Feasibility Form™ (Initial Request) v is saved with Complete statusonly V| (excludes data imports) <div class = "blue" style = "text-align :left;"><span style="color: #FFO000; "><i>Stop New Request Summary Alert CEVISIT=R [#] Smart Variables | ¢+ Field Embedding|
(Feasibility = -
while the following logic is true: <i>(Internal Field Only)</i></div> y Required?* @ nNo (U ves

* Prompt if field is blank
[initial_request_arm_1][purpose_of_request] = "Feasibility” and [initial_request_arm_1][feas_new_req_summary_zlert_stop(Yes)] = "0" and

s Choices (one choice per line) Copy existing choices Identifier? ® No O ves
(not_contain([initial_request_arm_1][tcc_request_id], "H")) Yes, Yes y Does the field contain identifying information (e.g,, name, SSN, address)?
\not_ \ - = _Lrec _1a]. ) /
Custom Alignment | Right/ Vertical (RV) v
[, v r, a -y o . . Align the position of the fiekd on the page
[enroliment_arm_1][age] > 30 and [enroliment_arm_1][sex] = "1") @ How o use 'stop logic to disable a scheduled aler o e =

o ) ) ) Field Note (optionzl) | This stops the alert email 1o TC
Ensure logic is still true before sending notification? E]

Small remincer text Gspleyed underneath field
How do | manually code the choices?
C) Trigger Limit: Trigger the alert... | only once per eventin a record and also on every instance of a repeating instrument/event v Action Tags / Field Annotation (optional)
@HIDDEN-SURVEY

0 what extent within a record that the alert will be triggered.)

Learn about [{ERYedLRETY or using Field Annotation
* The alert will not be re-triggered if the form/survey

saved again, unie:

is set to send Every time in Step 2 below.

REMINDER
Adding fields to your project to initiate/inhibit Alerts & Notifications from

triggering will help prevent unwanted notifications when working in a record
and saving changes.

L.
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Alerts & Notifications
(Internal Alert: New Feasibility Request Summary)

(O STEP 2: Set the Alert Schedule

) Send immediately

When to send the alert?

(O Send on next | Day v | attime B #m
(") Sendthe alert days hours minutes

sfter V|| the exacttime that the alert was triggered v H
() Send at exact date/time: @O

Send it how many times? @ Justonce

Q Every time the form/survey in Step 1B is | saved v

l':'l Multiple times on a recurring basis:

C' Send every 0 | days Vv afterinitially being sent.
Tip: A monthly recurrence can be approxima L
A Sendupto times total (including the first time sent).
Leave blank to continue sendi
Alert expiration: o

(optional)

This alert will be auto-deactivated at the specified date/time above. Note: This will cause any already-scheduled
notifications not to be sent after the expiration time.

% STEP 3: Message Settings

Email From:
tcc.requests@osumc.edu v

must pravide value

Email To:

| % tec.requests@osumc.edu |

must pravide value

4 Show more options Or manually enter emails:

Subject
) NEW TCC Feasibility Request for [pi_last_name]. [pi_first_name] (request #[tcc_request_id]

il
1]
)
UV

Message: Paragraph

v — B I VU g« e = =
T iE E = BvE WM Avey Qo L3

Prevent piping of data

for Identifier fields E] TCC Feasibility Request Summary for [pi_last_name], [pi_first_name]

submitted on [feas date submitted]

REDCap request #[tcc_request id]

Letter of Support: [initial_request][los_yn]

LOS Due Date: [los_due_date]

Date of Feasibility Request: [initial_request][feas_date_submitted]

Title: [initial_request][project_study_title]

Principal Investigator: [pi_last_name], [pi_first_name]

Co-Investigators: [initial_request][co_investigator]

Requester: [initial_request][requester_name]

Department: [initial_request][requester_department]

Site(s) of Interest: [initial_request][site_of interest]

Additional Site Specifications: [site_specifications]

Malignancy Level Requested: [initial_request][malignancy level]

Histology Main Category(s) of Interest: [initial_request][histo_main_cat]

Histology ICD-O Category(s):

&nbsp:&nbsp;&nbsp:&nbsp;Carcinoma = [carcinoma_histo_cat]
&nbsp:&nbsp;&nbsp:&nbsp;Lymphoma/Leukemia/Myeloma = [lymphleukmyeloma_histo_cat]
&nbsp:&nbsp;&nbsp:&nbsp;Reproductive Cell/Tissue Neoplasms = [reproneoplasm_histo_cat]
&nbsp:&nbsp;&nbsp:&nbsp;Sarcoma/Soft Tissue Tumors = [sarcoma_histo_cat]

Additional Histology Specifications: [histo_specifications]

In the subject or message, you may use and [DEEE



Instruments, Events and Survey Settings
(33 instruments, 5 events, 28 enabled as surveys)

Initial Request

[initial _request_arm 1]

Request

completed by requester (https.//go.osu.edu/osutcc)
Instrument name Fields \SS‘;
TCC Project Form 82 | [
Feasibility Form SR I
Data/Specimen Form 120 [
Agreements

completed by investigator for data/specimen requests
TCC Investigator Azreement (De-identified) 1
TCC Investizator Azreement (Identified) 1
TCC Data Use Agreement 1 »
Dashboard

viewable by requester/investigator

TCC Project Status Dashboards 12 D
Admin 2 [

Project Survey
[project_survey arm_1]

Project Outcomes Survey
completed by requester/investigator

Data/Specimen Survey 2% D,

Enzbled as
survey

Enable

Project Status

[project_status_arm_1]

Timeline Log
updated by TCC Admins

Project Timeline

Internal Review

[internal_review_arm_1]

Internal Review/Project Plan
completed by TCC Admins

Feasibility TCC Internal Review

Data/Specimen TCC Internal Review

Database set up as
longitudinal to allow us to
automate some of the
process

Committee Approval

[committee _approval_arm_1]

Approvals

completed by committee members and disease group leader(s)

TCC Resesarch Committes Approval

Pl/Director Review

TCC Review Member #1
TCC Review Member #2
TCC Review Member #32
TCC Review Member =4
AL MDS Approval

2MT Approval

Zreast Approval

CLL Approval

CNS Approval

Gl Approval

GU Approval
Gynecologic Approval
HN Approval
Lymphoma Approval
Melanoma Approval
MM Approval

Sarcoma Approval
Thoracic/Lung Approval

Thyroid Approval

722 | [ 9
62 [ Y
sz [ ]
sz [ Y
ez [ Y
sg [N ]
e [ U]
e [ Y
sz [ ]
sz [ Y
s2 [ ]
sg [N 9
e [ U]
sg [ ]
s [ ]
e [ Y
s2 [ ]
e [ v
es [ Y
sg [ ]
& [ @
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Committee Approval Process

Fields from initial request and
internal review arms are piped
to create the project plan
(yellow screen shot).

TCC Admin selects the
disease chairs needed for
approval

Send and then stop the alert &
notification

NOTES
Field Type = Begin New Section
Piping Logic
Formatting with Rich Text Editor
K No branching logic

TCC Project ID .
[initial_request][tcc_project_id]

Date of Request: [initial_request_arm_1][data_specimen_date_submitted]

Requestor: [initial_request_arm_1][requester_name]

Principal Investigator: [initial_request_arm_1][pi_last_name], [initial_request_arm_1][pi_first_name]
Co-Investigator(s): [initial_request_arm_1][co_investigator]

ST AN

Title: [initial_request_arm_1][project_study_title]

Objectives: [initial_request_arm_1][project_objective]

Site(s)_of Interest: [initial_request_arm_1][site_of_interest]
Malignancy Level: [initial_request_arm_1][malignancy_level]
Histology Main Category(s): [initial_request_arm_1][histc_main_cat]
Histology ICD-O Category(s):
[initial_request_arm_1][carcinoma_histo_cat]
[initial_request_arm_1][lymphleukmyeloma_histo_cat]
[initial_request_arm_1][reproneoplasm_histo_cat]
[initial_request_arm_1][sarcoma_histo_cat]

Request Type: [initial_request_arm_1][request_type]

Patient Counts:

[internal_review_arm_1][patient_counts]

Specimens Requested: (will not deplete unless noted below)
[internal_review_arm_1][specimen_summary]

Clinical Data Requested (if applicable):
[internal_review_arm_1][clinical_data_identified]

[internal_review_arm_1][molecular_data_req]

TCC Notes: [internal_review_arm_1][data_specimen_tcc_review_notes]

NOTES

Formatting with Rich Text Editor
Action Tag

Vaviabile: send vote reguest

STTELEDX

Vaviable: disease chair

Disease chair approval needed:

Field Type = Checkboxes or Radio Buttons

approve kst

[ Acute Leukemia + MDS
JemT

_ Breast

Clew

JENs

["! Gastrointestinal (GI)

_| Genitourinary (GU)

C Gynecologic/Oncology
) Head and Neck

] Lymphoma

[ Melanoma

) Multiple Myeloma

[ sarcoma
) Thoracic/Lung
) Thyroid/NET =

I'yas
Send Vote Request Alert
This sends the emall to the reviewers to begin the vating process.
(Select 'Yes' when the data/specimen project Is ready to be reviewed).

Add Field Add Matrix of Fields I Impart fram Field Bank
Pl o E_| 7‘!‘ 0 x Variable: Slop vole request
L yes
Stop Vote Request Alert
This stops the alert emall to the reviewers for this request.

(Select 'Yes' after the vote requests go out)
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Instruments, Events and Survey Settings
(33 instruments, 5 events, 28 enabled as surveys)

Initial Request

[initial _request_arm 1]

Request

completed by requester (https.//go.osu.edu/osutcc)
Instrument name Fields \SS‘;
TCC Project Form 82 | [
Feasibility Form 33 (X
Data/Specimen Form 120 D,.

Agreements

completed by investigator for data/specimen requests
TCC Investigator Agreement (De-identified) 1 D,.
TCC Investigator Agreement (ldentified) 1 D,
TCC Data Use Agreement 1 >
Dashboard

viewable by requester/investigator

TCC Project Status Dashboards 13N
Admin 2 D,.

Project Survey
[project_survey arm_1]

Project Outcomes Survey

completed by requester/investigator

Data/Specimen Survey 28 X

Enzbled as

survey
9
Y
9

Enable

Project Status

[project_status_arm_1]

Timeline Log
updated by TCC Admins

Project Timeline

Internal Review

[internal_review_arm_1]

Internal Review/Project Plan

completed by TCC Admins

Feasibility TCC Internal Review 3

Data/Specimen TCC Internal Review S

Database set up as
longitudinal to allow us to
automate some of the
process

[0}

Enable

Enable
Enable

Committee Approval

[committee _approval_arm_1]

Approvals

completed by committee members and disease group leader(s)

TCC Resesarch Committes Approval

Pl/Director Review

TCC Review Member #1
TCC Review Member #2
TCC Review Member #32
TCC Review Member =4
AL MDS Approval

2MT Approval

Zreast Approval

CLL Approval

CNS Approval

Gl Approval

GU Approval
Gynecologic Approval
HN Approval
Lymphoma Approval
Melanoma Approval
MM Approval

Sarcoma Approval
Thoracic/Lung Approval

Thyroid Approval

72 | [ @
62

i 3

37 37

P PP

P PP

¢ ¢ ¢ ¢ ¢ ¢ ¢ ¢ C ¢ CcCc e e ¢gcC
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Committee Approval Process

(Alerts & Notifications)

TCC PI, director and standing
committee members receive
approval email request for all
projects, except projects they
are involved in.

investigator codes allow us to
stop the alerts.

Approval process set up to
handle the initial project as
well as two supplemental
requests.

Initial project approval

Logic Editor

Use the text box below to compose your logic, calculation, action tags, et
Fullscreen Mode button to enlarge the text box. When you are finished, click the 'Update’ button to minimize the

you need more space, click the

Editor window. Learn how to use (LAt B i) or open the [B Codebook

'[committee_approval_arm_l][send_vote_request(Ves)] = "1")
AND ([initial_request_arm_1][distinct_investigator_list] <> "SPAK")

AND (not_contain([initial_request_arm_1][distinct_coinvestigator_list], "SPAK"))

AND
([committee_approval_arm_1][stop_vote_request(Yes)] = "@"
OR [committee_approval_arm_1][member_1_request_approval] = "")
Supplemental request approval
Logic Editor

Use the text box below to compose your logic. calculation, action tags, et you need more space, click the
Fullscreen Mode button to enlarge the text box. When you are finished, ¢ the 'Update’ button to minim

Editor window. Learn how to use [[ESERCTAELENES) EVAESERHIA TS or open the |@ Codebook

(([committee_approval_arm_1][sup_1_vote_trigger(Send)] = "1")
AND (([committee_approval_arm_1][sup_1_vote_trigger(Stop)] = "@")
OR ([committee_approval_arm_1][member_1_request_approval_sup_1] = "")))

OrR
(([committee_approval_arm_1][sup_2_vote_trigger(Send)] = "1")
AND (([committee_approval_arm_1][sup_2_vote_trigger(Stop)] = "@")
OR ([committee_approval_arm_1][member_1_request_approval_sup_2] = "")))

AND [initial_reguest_arm_1][distinct_investigator_list] <> "SPAK"

AND not_contain( [initial_request_arm_l1][distinct_coinvestigator_list], "SPAK" )m

From: tcc.requests@osumc.edu
To: daniel.spakowicz@osumc.edu
Subject TCC Request Ready for Review (TCCO0S00-TEST)
Message: Hello Dr. Spakowicz,
We have a TCC Data and Specimens reguest from Test, John that is ready for your vote on
fulfilling this request.
Project Title: Study the XYZ1 gene in colorectal cancer patients who are MSI-H vs
wildtype.
Co-Investizators (if applicable) for the request include:
Jane Test and Jim Test
You may open the survey in your web browser by clicking the link below:
TCC Review Member #1
If the link does not work, try copying the link below into your web browser:
https://redcap.osumc.edu/redcap/surveys/?s=KcmUjzheWC4XY7Dj
Please provide us with your vote for or against fulfilling this request. If you have any questions
that you would like the investigator to clarify please provide them in the designated comment
field.
Thank you,
Total Cancer Care Operations Team
Paragraph v — B I VU & < K @ =EEE=EE 9 0
= 1= = = LE)
ZE EZ= BvE® Avey Qo L

Hello Dr. Spakowicz,

We have 3 TCC [initial_request_arm_1][request_type] request from [initial request_arm_1][pi_last_name],
[initial_request_arm_1][pi_first_name] that is ready for your vote on fulfilling this request.

Project Title: [initial_requst_arm_1][project_study title]
Co-Investigators (if applicable) for the request include:

[initial request_arm_1][co_investigator]

You may open the survey in your web browser by clicking the link below:

[committee_approval arm_1][survey-| 1tcc_review ber_1]

fthe link does not work, try copying the link below into your web browser:
[committee_approval arm_1][survey-url:itcc_review member_1]

Please provide us with your vote for or against fulfilling this request. If you have any questions that you would
like the investigator to clarify plesse provide them in the designated comment field.

Thank you,

Total Cancer Care Operations Team

o A WFTY



Committee Approval Process
(Alerts & Notifications)

2 additional reminders are set
up following the first email if a
vote has not been cast.

When to send the alert?

Send it how many times?

Alert expiration:

(optional)

(O STEP 2: Set the Alert Schedule

@ Send immediately

() send on next | Day v  attime B H#m
() Sendthe slert days hours minutes
after V¥ | | the exact time that the alert was triggered v E
@) te/time: o
_) Send at exact date/time: im(9)]
() Justonce
\_) Every time the form/survey in Step 1B is | saved v

after initially being sent.

()
This alert will be auto-deactivated at the specified date/time above. Note: This will cause any already-scheduled
notifications not to be sent after the expiration time.

The James

THE OHIO STATE UNIVERSITY
COMPREHENSIVE CANCER CENTER




Committee Approval Process

TCC Research Committee Approval 72 D 9
PI/Director Review 62 [ Y
Each approval group has their TCC Review Member 1 ¢ D @
own designated form for the TCC Review Member #2 e D @
initial request as well TCC Review Member #3 es [ Y
su pplemental . TCC Review Member #4 sz [ 7]
1 PI and director AL MDS Approval 68 [ Y
4 Standing members BMIT Approval g D
15 Disease groups Bresst Approval e 0 o
Forms and variable names Cfpere @ || o
were created to allow for EELETI e b v
changes in members and Gl Approval & [ v
disease group leaders. GU Approval e D @
Gynecologic Approval 6 [ Y 1
HN Approval g [ Y ;
Lymphoma Approval 6 [N Y
Melanoma Approval &2 ol Y
MM Approval 6 [ @
Sarcoma Approval 6 [ Y
Thoracic/Lung Approval 2 [ Y
Thyroid Approval 6 [ Y

The James
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Committee Approval Process

Approval section:

Status and member name are
always required

Comment only required if
approval status is not
“Approve” (branching logic).
Date only required if approval
status is not “Defer” (branching
logic).

Section duplicated for each of
the three approval types

Branching logic applied to
entire sections so they are
only visible when needed

Request Approval Status

* must provide value

TCC Review Member #1 Comments

TCC Review Member #1

Date Approval Request Completed

b o E\_J j‘ 0 X Voriobie member 1 request

C Approve
® Approve with reservation

O Defer (reguire further information)
O Disapprove

BY [Today | m-D-v

approval
C Approve
Request Approval Status _) Approve with reservation
O Defer (require further information)
must provide value =
. Disapprove
Add Field Add Matrix of Fields I Imgart fram Field Bank
P E_| f R Voriable: member 1 comment  Branching logic: [member 1 request approva
TCC Review Member #1 Comments
must provice value
Add Field Add Matrix of Fields Imgart fram Field Bank

Pl E_| :" @ R Voriable: member 1 disease
TCC Review Member #1

* must provide value

chair

Add Field | | Add Mavrix of Fields

Impaet fram Field Bank

Pl » EJ '_+ R Vorisbie: member 1 complete di Branching I

Date Approval Request Completed

* must provide value

gic: [m

ember

1 rec

quest

approval] < "Defer

B | Today | o

1= "ApproveWR” or [member 1 request .

reset
Expand
reset
;&
= - E -
3
Expa
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Committee Approval Process

Comments from committee
members section:

Branching logic is applied to

each field so they are only

visible when applicable to the

request.

Section duplicated for each of

the three approval types

Without branching logic

TCC Review Member 2 Approval Status:

TCC Review Member 2 Comment:

TCC Review Member 3 Approval Status:

TCC Review Member 3 Comment:

TCC Review Member 4 Approval Status:

TCC Review Member 4 Comment:

Acute Leukemia + MDS Approval Status:

Acute Leukemia + MDS Comment:

BMT Approval Status:

BMT Comment:

Breast Approval Status:

Breast Comment:

CLL Approval Status:

CLL Comment:

CNS Approval Status:

CNS Comment:

Gl Approval Status:

Gl Comment:

With branching logic

Comments from other committee members (if applicable)

TCC Review Member 2 Approval Status:

TCC Review Member 2 Comment:

TCC Review Member 3 Approval Status:

TCC Review Member 3 Comment:

TCC Review Member 4 Approval Status:

TCC Review Member 4 Comment:

Gl Approval Status:

Gl Comment:

& B0+ R voriadie: member 1 comment from member 2
TCC Review Member 2 Approval Status:
[committee_approval_arm_1][member_2_request_approval]

TCC Review Member 2 Comment:
[committee_approval_arm_1][member_2_comment]

Add Field Add Malsix of Fields | Impert from Field Bank

S T R voriatle: member 1 comment from member 3
TCC Review Member 3 Approval Status:
[committee_approval_arm_1][member_3_request_approval]

TCC Review Member 3 Comment:
[committee_approval_arm_1][member_3_comment]

Add Field | | Add Mavix of Fieids | | Import from Field Bank

& T 0O 4 R voriodie: member 1 comment from member &
TCC Review Member 4 Approval Status:
[committee_approval_arm_1][member_4_request_approval]

TCC Review Member 4 Comment:
[committee_approval_arm_1][member_4_comment]

& B0 F R Voriadie: member 1 comment from gi  Branching lagic: [committee approval arm 1][disease chair approve listgi)

Gl Approval Status:
[committee_approval_arm_1][gi_request_approval]

Gl Comment:
[committee_approval_arm_1][gi_comment]

e

G il

_ -

-



Committee Approval Process

The main TCC Research Committee Approval form also has the summary of approvals and comments
to review the progress of the requests through the approval process.

Comments from other committee members (if applicable)

TCC Review Member 1 Approval Status:
Approve

TCC Review Member 1 Comment:

TCC Review Member 2 Approval Status:
Approve with reservation

TCC Review Member 2 Comment:
ensure 30 mg is necessary for the proposed project

TCC Review Member 3 Approval Status:
Approve

TCC Review Member 3 Comment:

TCC Review Member 4 Approval Status: ' 4 4 . = .
Approve = :

SAE B S
TCC Review Member 4 Comment: x ;i - <
—_— 4 : "%!,ﬁr‘ >

Gl Approval Status:
Approve

Gl Comment:

Forms are locked once the approval process has completed.

Must have user rights to lock/unlock forms. The James
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Instruments, Events and Survey Settings
(33 instruments, 5 events, 28 enabled as surveys)

Initial Request

[initial _request_arm 1]

Request

completed by requester (https.//go.osu.edu/osutcc)
Instrument name Fields \SS‘;
TCC Project Form 82 | [
Feasibility Form 33 (X
Data/Specimen Form 120 D,.

Agreements

completed by investigator for data/specimen requests
TCC Investigator Agreement (De-identified) 1 D,.
TCC Investigator Agreement (ldentified) 1 D,
TCC Data Use Agreement 1 >
Dashboard

viewable by requester/investigator

TCC Project Status Dashboards 13N
Admin 2 D,.

Project Survey
[project_survey arm_1]

Project Outcomes Survey

completed by requester/investigator

Data/Specimen Survey 28 X

Enzbled as

survey
9
Y
9

Enable

Project Status

[project_status_arm_1]

Timeline Log
updated by TCC Admins

Project Timeline

Internal Review

[internal_review_arm_1]

Internal Review/Project Plan

completed by TCC Admins

Feasibility TCC Internal Review 3

Data/Specimen TCC Internal Review S

Database set up as
longitudinal to allow us to
automate some of the
process

[0}

Enable

Enable
Enable

Committee Approval

[committee _approval_arm_1]

Approvals

completed by committee members and disease group leader(s)

TCC Resesarch Committes Approval

Pl/Director Review

TCC Review Member #1
TCC Review Member #2
TCC Review Member #32
TCC Review Member =4
AL MDS Approval

2MT Approval

Zreast Approval

CLL Approval

CNS Approval

Gl Approval

GU Approval
Gynecologic Approval
HN Approval
Lymphoma Approval
Melanoma Approval
MM Approval

Sarcoma Approval
Thoracic/Lung Approval

Thyroid Approval

72 | [ @
62

i 3

37 37

P PP

P PP

¢ ¢ ¢ ¢ ¢ ¢ ¢ ¢ C ¢ CcCc e e ¢gcC
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Data/Specimen Survey
(A UtOma ted Survey In Vita tionS) &0 Define Conditions for Automated Survey Invitations (ASI) %

n this pop-up you may define your conditions for automated survey invitations that will be sent out for the survey (and event, if a longitudinal project) listed in the Info box below. Tell me more

() Activate automated invitations for this survey? W STEP 2: Conditions

This survey gets e o aa S
automatically sent to e rer e
the requester after the o T e e e
designated # of days in M
the Automated o o .
Survey Invitations -

(ASI ) Configuration . To: [All participants who meet the conditions defined]

When the following survey is completed:

red and sent using the conditions specified in this "Data/Specimen Form” - Initial Request -

"Completed" or
“Completed” or
="Completed")

ct any project user to be the ‘Sender

Vi
Subject:) TCC Data and/or Specimen Survey ([initial_request_arm_1][tc
Send testemai
Test logic with a record
— & ==
Paragraph v B I Y < </> E @ - (j (-> Ensure logic is still true before sending invitation? E]
EE iE ,3 B v E EB A v i v Q <> 1; :: @ How to use "stop logic” to disable an automated invite

A ) N _
Hello [initizl_request_arm_1][requester_namel, @ STEP 3: When to send invitations AFTER conditions are met
. O sendi iately

Thank you for using Total Cancer Care (TCC). | am following up on the data/specimen regueas: for your SRR
project titled, “[initial_request_arm_1][project_study_title]” ([initial_request_arm_1][tcc_project_id]). Our O Send on next selectda vihi D o ‘
records indicate TCC data and/or specimens were provided on [initisl_request_arm_1) T ) - 4 :
data_specimen_finalized_dt] for this project. @& .
[data_sp _fi _dt] Is proj ® Send the invitation | 30 |days | 0 |hours | O |minutes '
We are gathering data related to any research utilizing TCC data and/or specimens. This information is after v | [“Date Request Finalized (Data/Specimen) (internal Field Only)” (initial Reque v E

1S =3 <! al ) o Y s = 4
important for us to have for the NCI Cancer Center Support Grant. - : &
To assist us with this process, we kindly ask that you please complete the Data/Specimen Survey ' Send at exact date/time: in| O BRI
following the link/URL below.
You may open the survey in your web browser by clicking the link below: A OPTIONAL: Enable reminders
fsurvey-link] Re-send invitation as a reminder if participant has not responded by a specified
If the link above does not work, try copying the URL below into your web browser: time? (Times below refer to AFTER original invitation time.)
[survey-url] O send every | ~selectday~ v | attime B M
Pleaze email tcc.requests@osumc.edu if you have any questions. ® sSend every 7 |days | 0 |hours | O | minutes
Thank you, = O Send at exact date/time: BE) Moy Hm

y - AND -

gither Recurrence: [Sendupto2times v

@ NOTE: You may modify or remove any text you wish in the Composs Me

[survey-link] or [survey-url] in the text or e

ge text box above. M.

3 e sure you inc
se the participant will not have a way

# How to use Piping in the survey invitation © Reminder: Never pipe private info (2.g., Pll. PHI) into emails.




Instruments, Events and Survey Settings
(33 instruments, 5 events, 28 enabled as surveys)

Initial Request Project Status Committee Approval
[initial _request_arm 1] [project_status_arm_1] [committee _approval_arm_1]

Request Timeline Log Approvals
completed by requester (https.//go.osu.edu/osutcc) updated by TCC Admins completed by committee members and disease group leader(s)
Instrument name Fields oy En:ﬂ\e:yas Project Timeline 5 o Enable TCC Research Committee Approval 72 [ 9
TCC Project Form 82 D" Y PI/Director Review 62 D,. V]
Feasibility Form 3 D 9 . TCC Review Member 1 sz [ ]
Data/Specimen Form 120 ) 9 I n te rn a I ReVI eW TCC Review Member #2 58 b v
[internal_review_arm_1] TCC Review Member #3 e [ ]
Agreements Internal Review/Project Plan TCC Review Member #4 ¢ 0 @
completed by investigator for data/specimen requests completed by TCC Admins AL MDS Approval sz [ %
TCC Investigator Agreement (De-identified) 11 D,, @ Feasibility TCC Internal Review 3 D,, Enable 2MIT Approval 62 D“ )
TCC Investigator Agreement (ldentified) 1 D, ] Data/Specimen TCC Internal Review S [-,',‘, Enable Sreast Approval &2 [-'\" )
TCC Dats Use Agreement 1 M /] CLL Approval 68 (X /]
CNS Approval 68 (X /]
DaSh boa rd Gl Approval 68 [ /]

viewable by requester/investigator

TCC Projec Status Dashboards 13 R 9 Database set up as T e [ v
- 5 p = p Gynecologic Approval 62 [-,\” V]
= longitudinal to allow us to HN Approval @« B v
Lymphoma Approval 63 D,. V]
; automate some of the — I e

Melanoma rova

Project Survey &

; ¢ 7 p ro Ce S S MM Approval 62 () /]
. [pI’OjeC _Survey_arm_ ] Sarcoma Approval 68 D., V]
Pl'OleCt OutcomeS SUrVeV Thoracic/Lung Approval 68 ) /]
completed by requester/investigator ——— ap s

Data/Specimen Survey
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Record Status Dashboard

Dashboard displayed:

Displayingrecord | Pag

In Progress (All)

v || Modity | '

[Default dashboard]

Data/Specimens (Completed)

Data/Specimens (In P
DNA from blood (In Progress)

Feaszibility (Completed)
Feasibility (In Progress/Not Started/Blank)
FFPE Tizszue (In Progress)

Frozen Tissue (In Progress)

n Progress (All)
Meeting Topic

ORIEN Intermember Projects (All)
Qutcomes Survey Complete
Plasma/Serum Specimen Projects (In Progress)

Potentisl Qutcomes S

Projects by investizator
Specimen Involved Projects (In Progress)

TCC Requests (Newes

rogress/Not Started/Partially Completed/Blank)

urvey - Not Completed

t o Oldess)

Custom Record Label

S00 TCCOO0S00-TEST | Pl: Test, John | Req by: Jane Test| OSU Internal

FEASIBILITY (01-08-2024) | LOS: Yes
Status = Completed

DATA/SPECIMEN (01-08-2024) | Data and Specimens
Specimen Status: In Progress Specimen being pulled by bank
Clinica! Data Status: N/A
Molecular Data Status: SLIDs Identified

FRZN: Tumor | FFPE: Tumor | DNA: ¥es | Plasma: No | Serum: No

Custom Record Label: <b><font style="font-size:160%;" color =
red>[meeting_topic]</font></b> <b><font color = "black">[tcc_project_id]</b> | PI:
<b>[pi_last_name], [pi_first_name]</b> | Req by: [requester_name]| <b>[project_type]</b>
<br><br><div style="margin-left:10%">FEASIBILITY ([feas_date_submitted]) | LOS:
<b>[los_yn]</b></div><div style="margin-left:12%">Status =</font>
<b>[feas_project_status]</b> <font color = "black">[feas_project_sub_status] </div>
<br><div style="margin-left:10%">DATA/SPECIMEN ([data_specimen_date_submitted]) |
[request_type] </font></b></div><div style="margin-left:12%"><font color =
"black">Specimen Status: <b>[specimen_project_status] <font color =
"black">[specimen_project_sub_status]</b><br> Clinical Data Status:</font>
<b>[clinical_data_project_status]</b><br><font color = "black">Molecular Data
Status:</font> <b>[molecular_data_project_status]</b></br></div><br><b>FRZN:</b>
<i>[tissue_type_frozen]</i> | <b>FFPE:</b> <i>[tissue_type_ffpe]</i> | <b>DNA:</b>
<i>[dna_blood]</i> | <b>Plasma:</b> <i>[plasma]</i> | <b>Serum:</b> <i>[serum]</i></br>

RGB Color Codes Chart

Field Choices:

NotStarted, <font color = darkorange>Not Started</font>
PendingCommitteeApproval, <font color =
"slateblue">Pending Committee Approval</font>
InProgress, <font color = "limegreen">In Progress</font>
Clarificationlnvestigator, <font color =
"limegreen">Clarification Needed from
Investigator</font>

OnHold, <font color = "gray">On Hold</font>
PartialCompleted, <font color = "lightseagreen">Partially
Completed</font>

Completed, <font color =
"dodgerblue">Completed</font>

CancelledTCC, <font color = "firebrick">Cancelled - TCC
Admin</font>

CancelledPI, <font color = "firebrick">Cancelled -
PI/Requester</font>

UnableTofFill, <font color = "firebrick">Unable To
Fill</font>

Duplicate, <font color = "black">Duplicate</font>

NA, <font color = "black">N/A</font>

(https://www.rapidtables.com/web/color/RGB_Color.html)

Hex Code  Decimal Code
Color Color Name #RRGGBB
- dark slate gray #FAF4F  (47,79,79)
B - #008080  (0,128,128)
B ok cyan #008B8B  (0,139,139)
aqua #00FFFF  (0,255,255)
cyan #00FFFF  (0,255,255)
light cyan SEOFFFF  (224,255255)
B cark turquoise #00CED1  (0,206,209)
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Data Exports, Reports, and Stats
+ Create New Report

Number of results returned: 1
Total number of records queried: 1,990

B My Reports & Exports

[® Other Export Options

&% VIDEC: How to use Data Exports. Reports, and Stats

Q View Report: Request by Pl

| |£ Stacs & Charts ] | B Excport Data H M Print Page J ‘ # Edit Report J

Live filters: [Test john

i e  an amn w ———r  am
REDCap Reports

= tota) availabl all desinated events W | [ [Distinet Co-Investigator List (Inter v | Reset
Request by PI
Event Repeat Repeat Bﬁf ect ID Eﬁbeggt tor ?;svte"s‘d ci?c;r ;i l‘l:;?vjl:d Requester's ster's ~ . : cacti y i
}SC Request :‘gad',"e }:dﬁ“"“e"t gtdstance Internal List (Internal List (Internal Internal Name email number gﬁaectlstudy g;"lz‘:bt Ob; f‘d"’?hgg'.e gﬁ“"l’?e&“‘e
tcc_request_id e:'ehé:p_ r;pg?_ r;p;g_ ield Only) Field Only) Field Only) ield Only) requester_ requester_ requester_ project_study_title :)rélji:t ‘::ebs'ectiyw%o bl
S Pame | et | mbane | fepoed | dene G daing e Ropoes | name emi phore_ e s
500 TCCO0500-
TEST | oI: Test,
John | Req by: Jane
Test| OSU Internal
FEASIBILITY (01-
08-2024) | LOS:
Yes
Status = . . )
Completed Requesting tumor tissue and bloed (germline)
samples from 50 patients (25 from each group)
DATA/SPECIMEN who are MSI-H and MSI wildtype and do not have
(01-08-2024) | Study the XYZ1 gene in any sequencing data availablg.. Requesting
E o {?gggggggEST Test, John (TEST) Test, Jane | Test, Jim Jane Test B colorectal cancer :re:mue:ac‘l:r;g ?oa:a )ﬁt?::il% ahc;?:;xona:-':genntzg:
55"“'-”‘ o Ry TEST) ' (TES2-TES3) umc.edy patients who zre MSI-H geoup = ¢
pecimen Status:

In Progress
Specimen being
pulled by bank
Clinica| Data
Status: NJA
Molecular Data
Status: SLIDs
Identified

FRZN: Tumor |
FFPE: Tumor |
DNA: Yes | Plasma:
No | Serum: No

vs wildtype.

available.
We would like to study XYZ1 in both tumor and

germline samples to see the correlation between
tumors being classified 2s MSI-H vs wildtype.
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REDCap Reports

Data Collection Instrument Request Status Review Survey Approval
P1694 -- TCCP Data & specimen Request (DSR) 51D 2313 initial_request  project_status  internal_review  project_survey — committee_spproval

TCC Project Form (survey)
(D Record Home Page

Feasibility Form (survey)

The grid below displays the form-by-form progress of data R Data/Specimen Form (survey) (/]
- . . Legend for status icons: =
entered for the currently selected record. You may clickon

the colored status icons to access that form/event. If you Incomplete () Incomplete (no data saved) [2] TCC Investigator Agreement (De-identified) (survey) \ : )
wish, you may modify the events below by navigating to the Unverified (@) Partial Survey Response - i ) =
Define My Events page. Complets @ Complezed Survey Response TCC Investigator Agreement (Identified) (suvey) ®
| Many statuses (mixed) (@2 @) Many statuses (all same) TCC Data Use Agreement (survey) ®
‘ @ Choose action for record ~ — R
Feasibility TCC Internal Review ]
TCC Request ID 500 TCCO0500-TEST | Pi: Test, John | Req by: Jane Test| OSU Internal (R EE T E TS (TR R0 2 @
TCC Research Committee Approval (suey)
FEASIBILITY (01-08-2024) | LOS: Yes a
Status = Completed Pl/Director Review (survey)
DATA/SPECIMEN (01-08-2024) | Data and Specimens TCC Review Member #1) (arvey

Specimen Status: In Progress Specimen being pulled by bank
Clinical Data Status: N/A

. TCC Review Member #2 (survey)
Molecular Data Status: SLIDs Identified ket

FRZN: Tumor | FFPE: Tumor | DNA: Yes | Plasma: No | Serum: No TCC Review Member #3 (survey)

TCC Review Member #4 (survey)

AL MDS Approval (survey) )
BMT Approval (suvey) a

Breast Approval sy (

We utilize the status icon 2

color to monitor the project. E———

GU Approval (survey) @

Gynecologic Approval (survey) )
HN Approval (survey) ()
Lymphoma Approval (suvey) )
Melanoma Approval (survey @)
MM Approval (survey) )
Sarcoma Approval (surwey) )
Thoracic/Lung Approval (survey) ()]

Thyroid Approval (survey ()]

Data/Specimen Survey (survey) ® T h e J a m es
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Dashboarding

(PowerBI) c 10 650
Batch Status Report

Specimens In Progress

PUIIing together 633 Active Specimen Tracker Projects Active Specimen Projects ‘f* ch Status (Weeks Since Batch Stari Batch Summa 3 2 ays in —_—

* Red text indicates batch has been
in current step more than 6 days.

Active Specimen Tracker Projects Active Batches Active Specimen Requests

TCC00211-OWEN

mU|t|p|e REDCap TCC00366-BACK Project X
d t b . SQ L T TCCO0211-OWEN TCC00374-JOHN 2A_PullPrepare
atapases (l N ) atients In Progress TCC00366-BACK TCC00375-TINO b182 (0.142857 Wks) b182 (1 days) FFPECurl: 91
5 TCC00384-STOV . .
+ SQL re pO rtS tO 5 2 7 [ECIES O chooiw&or\lc 5C_SlideReimage
. TCCO0397-ASTE e OZ; e b110 (17.142857 Wks) b110 ( days) ImageSlide: 93
create detailed 6A_Processship
daSh boa rds - - b180 (9.714285 Wks) b180 ( days) FrozenTissue: 34
. @ 1A_ldentifi... @2A_PullPre... @ 5B_PathRe... @5C_SlideRei... > CTEnT PN b181 (8 Wks) b181 ( days) DNA: 34
(Blank) Project Y
= BSSR 5B_PathReviewProjConf
“ ez = TCC00397-ASTE-b009 (28 Wks) TCC00397-ASTE-b009 ( days) ImageSlide: 135
OSUinternal 112 69 65 [P TCC ADMIN osUl
UNKNOWN nternal
0 100 200 1A_ldentified
TCC00211-OWEN-b001 ( Wks) TCC00211-OWEN-b001 ( days) Plasma: 29
; : i - - CC00211-OWEN-b002 ( days) Serum: 83
@®DNA @FFPECurl @ FrozenTissue @ImageSlide > Specimen Type TCCOOZ“H OWFN b002 ( Wks) Ti 211-OWEN-b ( days) Serum '
Al o 5B_PathReviewProjConf i
TCC00366-BACK-b001 (24.714285 Wks) | TCC00366-BACK-b001 (40 days) Slide: 3 , .
SB_PathRevi... 204 ON HOLD Specimens 1
e i Project Timeline Comments L 0 = &2 ~|f
~ Project Count ’
6A_ProcessS... ProjectID  Date By Comment
2483 v ’ <
. . < TCCO00374- 11/14/2023 sha202 Does the investigator want to decrease their % tumor minimum? Path review results:
1A _Identified g 83 Locliii il 1 JOHN Dr. Li @ cases - 50%+ 6 cases - 40% 7 cases - 30% 2 cases - 25% 23 cases - 10%-20%
Total 262 15 cases - 1%-5% 4 cases - 0%
5C_SlideRei... 93 TCCO00375- 11/07/2023 mont48 Investigator provided patients of interest - 11 have frozen liquids/DNA available. Sent
TINO for committee review 11-07-2023.
TCC00427- 11/02/2023 sha202 Case list provided to requester to begin chart review for sample documentation.
2A_PullPrep... 91 91 COLL
TCC00384- 11/02/2023 sha202 Case list with tissue look up form worksheet provided to requester. Requester will
0 100 200 STOV return list of samples in batches of 100, if applicable.
- TCONNAIT. 1N/21/9022 cha202 I aiirs Asus tha albaw #a cand tha lick Af facac farticenia lanl cim 44 tha ranactar mriare
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Questions?
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