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SUBJECT REGISTRATION CODEBOOK

This codebook is an accompaniment to the “UMN MCC Subject Registration Template” located in REDCap Shared
Library. You must utilize the form in order for accrual data to be accurately exported by the Masonic Cancer Center
(MCC) for National Institute of Health (NIH) and National Cancer Institute (NCI) reporting purposes. Study staff not
downloading the form in REDCap Shared library will be required to go back and fix incorrectly entered data.

1. Toimport the UMN MCC Subject Registration Template for your project in REDCap:

a. From the Online Designer page in a project, click on the button to "Import a new instrument from the
official REDCap Shared Library".

b. Once the shared library page is displayed, enter "UMN MCC Subject Registration Template" (without
the quotes) into the Keyword Search box and click on the "Search the library" button.

c. Click on the link titled: If you click on that then it will give you information about it and have links to see
it as a web page, view it as a PDF, or "Import into my REDCap project".

d. Select “Import into my REDCap project” and the form will be added to your existing project.

2. In addition to using the updated template, you must grant the DSG/CRTI Data Analysts User Rights and Project
Design and Setup access to your study in REDCap to verify CTRP accrual form is compliant with CTRP accrual
reporting standards. Once given access, MCC will have the ability to extract data without requesting further
assistance from study personnel throughout the life cycle of the study.

Please grant User Rights and Project Design and Setup access to Mai Thao, REDCap username: thaox451.

3. Finally, DSG will be signing off on this standard eCRF and will notify you once the informatics team, CISS, Vidhya
Ramesh, REDCap username: rames007 and Thomas Pederson: peder954 has been given access to extract
accrual data in the MCC admin dashboard.

4. You will receive monthly emails from the informatics team CISS on the status of your accrual and any accrual
discrepancy between OnCore and REDCap.

5. If you would like help with any form customization or edits please contact dsgl@umn.edu.

This codebook will be reviewed on an annual basis and is subject to change. MCC will assess incorporation of any
additional fields and notify all existing MCC REDCap studies if they must be utilized for all new patient enrollment going
forward.
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Required Form Name: # MCC Subject Registration Form

Example: 2025L5012 MCC Subject Registration Form

# Field Label Field Name Field Attributes Tips & Instructions
1 Data Solutions Dsg_note_1 NONE This descriptive field is a
Group (DSG) placeholder and may be
Guideline deleted in the final form.
It is required that the subject
registration form must be
signed off by DSG before it
can be utilized in a REDCap
project.
2 Subject ID subj_id text
3 Country of sr residence This is set to US as default if
Residence - 0 | No your subject is not a US
1 | Yes resident you must update.
4 Zip Code sr_zip_code If unknown:

e Use majority zip code from
other enrolled
participants, or

e Use clinic zip code if
participation was done in
person (check protocol to
see if listed)

o |f above methods are not
available, can default to
Minneapolis zip code
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Field Label Field Name Field Attributes Tips & Instructions

5 Country sr_country County code abbreviation This is a dropdown
definitions (autocomplete) field that will
only show if you select non-
US resident

Please do not alter this field.

CTRP Definition:

e For non-U.S. residents
only.

e This should be used when
patient participation from
foreign countries is
involved.

e For patients from outside
the U.S., enter the foreign
country code.

e CTRP is using the
International Standards
Organization country
codes.

6 Year of Birth sr_dob_yyyy YYYY Enter 1776 if unknown.

7 Month of Birth | sr_dob_mm MM Dates must be provided in a
two digit format: Jan = 01.
Enter 07 for unknown only if
1776 is also listed as the
year.

8 | Gender sr_gender

0 | Female
1 | Male
88 | Unknown

9 | Ethnicity sr_ethnicity o T Tisoanic or Lat If patient refusal or
ISpanic or Latino institutional refusal,

1 | NOT Hispanic or Latino check ‘2 - Not Reported’.

2 | Not Reported

88 | Unknown
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Minnesota, Masonic
Cancer Center

# Field Label Field Name Field Attributes Tips & Instructions
10 | Race sr_race Check all that apply.
If more than one race, please
o | American Indian or Alaska select each race that applies.
Native If subject writes in Other,
Asian please, select 'Unknown’.
5 Native Hawaiian or Other
Pacific Islander Note: Per NIH guidelines
3 | Black or African American "White" is defined as "A
4 | White person having origins in any
5 | Not Reported of the original peoples of
88 | Unknown Europe, the Middle East, or
North Africa."
11 | Subject sr_subject_key_date YYYY-MM-DD For studies that do not
Enrollment distinguish date of consent
Date from date of enrollment,
record date consent was
obtained.
12 | Site Identifier sr_site_id For other sites, please
contact dsg at
139049 | University of dsgl@umn.edu to help you

find the appropriate code.

13 | Subject Disease
Code

sr_subject_disease_code

Use correct ICD-10* Codes

*ICD-10 is required for all new
studies beginning 01JAN2021.

Healthy volunteer ICD-10:
776.3.

Z76.3 is how CTRP defines
healthy volunteer even
though it is defined in the
ICD-10 codes as “Health
person accompanying sick
person”.
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# Field Label Field Name Field Attributes Tips & Instructions

14 | Subject subject_registration_complete || 0 | Incomplete IMPORTANT NOTE: Only
Enrollment 1 | Unverified subject records that are
Complete 2 | Complete marked “Complete” will be

counted as an accrued
subject for NIH/NCI reporting
purposes.

“Incomplete” =

A subject who consented
and never completed any
protocol directed activity
(surveys, tests, procedures,
etc.)

“Unverified” =

A subject who has
consented, but has not yet
completed any protocol
directed activity (surveys,
tests, procedures, etc.) The
subject could have
participated in screening
activities.

“Complete” =

A consented, eligible subject
who has participated in ANY
protocol directed activity
(surveys, tests, procedures,
etc.) This does not include
activities for screening.
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