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SECTION 1: GETTING STARTED

1. All registered collaborators will receive an email granting access to the
REDCap system. Follow the instructions on the email and contact your Local
Lead if you have not received this at the start of the project.

REDCap access granted

‘ adminredcap@hmri.org.au <adminredcap@hmri.org.au> hursday, 30 September 2021 at 11:35 am
To!

[This was al i by REDCap]

A REDCap account has been created for you in which your REDCap username is "imgmisniiiln Click the link below to set your new password and log in.

After logging in, please make sure to set up y: assword recovery question, which will allow you to use the 'Forgot your password?’ link on the login page without the need
to contact the REDCap ini W pted to set your recovery question on the My Projects page, but you can also set it on your 'My Profile’ page under

‘Login-related options'
Set your new REDCap password r please be aware that REDCap has a user access policy in place, in which it will auto-suspend a user’s account if the user has

into REDCap af lended period of time. For details regarding this, please contact your REDCap administrator.

2. Click on the email link to login for the first time. You will be prompted to
change your password. Follow the instructions to set up a new password.
- NOTE: your password should be kept secure. Never share your login
details with others.

3. Completing the password reset will lead you to the Project Homepage. All
subsequent logins will lead you to this page. From this screen select My
Projects.

. JOEE ST Y - Loggedinas o .
hEDCap Home (B My Projects Y@ Help &FAQ B Training Videos @8 Senc-it @8 Messenger @) Ll @profle G Logout

To request a new HMRI REDCap user account, please use this link: https:/redcap link/HMRI_REDCap_newuser

An account can be requested only by HMRI Affiliates; this farm can be used to request an account for yourself, or others. A template is available from the Admin team if
requesting several accounts at once (>5).

For additional REDCap ian and training videos go to: https://pro} rg/resourceshidens!
Recordings of the Beginner and Intermediate REDCap workshops delivered by CReDITSS has been uploaded to HMRI Connect (May 2021; available to all HMRI Affiliates):
hitps://connect.hmri.org.au/redcap-workshop-recordings-researchers

If project specific REDCap SUpPOrt s required, HMRI CReDITSS team offer SUPPOFT packages; to request a meeting with a CReDITSS team member please complete one of the
following suppart forms:

PhD support: https:#/redcap link/CReDITSS_PhD_support
Researcher support: https://redcap link/CReDITSS_services

For information about HMRI REDCap, including language that can be helpful for prototols and ethics submissions, and any changes made since last upgrade please go to
hitps://redcap.link/HMRI_REDCap_Governance

For the HMRI REDCap Privacy and Security document (for ethics) please use the link: hitps://redcap.link/HMRI_REDCap_Privacy_DataSecurity

Pleas act the HMRI REDCap Administration team at adminredcap@hmri.org.a general REDCap o

Last HMRI REDCap upgrade: 23/3/2022

Welcome to REDCap!

REDCap Is a secure web platform for building and managing online databases and REDCap Features

surveys. REDCap's streamlined pracess for rapidly creating and designing projects
offers a vast array of tools that can be tallored to virtually any data collection
strategy.

Build online surveys and databases quickly and securely in your browser
- Create and design your project using a secure login from any device. No extra
software required, Access from anywhere, at any time.

REDCap provides automated export pracedures for seamless data downloads to
Excel and common statistical packages (SPSS, SAS, Stata, R), as well a5 a bullt-in
project calendar, a scheduling module, ad hoc reporting tools, and advanced
features, such as branching loic, file uploading, and calculated fields

Fast and flexible - Go from project creation to starting data collection in less
than one day. Customizations and changes are possible any time, even after
data collection has begun.

4. Select ‘POET Data Collection’ under my projects.
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5. This will lead you to the POET study homepage. This page will allow you to
perform data entry and data export.

- ———
@ Logged in 25 Lgab.A26 | Log out

B My Projects # Project Home
W REDCap Messenger )

Project Home and Design
# Project Home. Project Setup
(@ Designer @1 Dictionary - 8 Codebook

Project Setup @ Other Functionality & Project Revision History

The tables below provide general dashboard information, such as a list of al users with access to this project, general project
statistics, and upcoming calendar events (If any).

& Current Users (22) @ Project Statistics
SRR SN Cersopmen User Expires Records in project 5
e oloaon Most recent activty 211032022 317pm
18 Record Status Dashboard Space usage for docs 209 M8
B Add / Edit Records
oits now record oc edtew o (9 Upcoming Calendar Events (next 7 days)

ow daa cote Time  Date Description

Applications o No upcoming events

1 Project Dashboards

A Alerts & Notlfications

@ Multi-Language Management

) Calendar

B Data Exports, Reports, and Stats.

4 Data Import Tool

# Data Comparison Tool

B Logging and @& Emall Logging

& Field Comment Log

® File Repository

& User Rights and 4% DAGS

@ Customize & Manage Locking/E-signatures
@ Data Quality Vo
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SECTION 2: ENTERING DATA FOR NEW PATIENTS

1. Every patient will require one record in REDCap each.

2. To create a new record, click ‘Add/Edit Records’ under the heading ‘Data
Collection’ on the left-hand side of the Project Homepage.

HiRecord Status Dashboard (all records)

Sin - Legend for status lcons:
Incomplete (no data saved) 7

ot Collecsion d: | (D # Create custom dashboard
i Record status nw-my Displaying Data Access Group
Ciaytngecoed (FRETTSTTTFTERRTIEENE o mcos i [—
+ Add new record
Displaying: oy | Logk stalus o

3. Select ‘+Add new record’ for each new patient at your centre. A REDCap
study ID will be automatically generated and displayed as the Record ID.

OPERAS Data Collection  rio 2256

Bi Add / Edit Records

You may view an existing record/response by selecting it from the drop-down lists below. To create a new record/response, click the button
below.

NOTICE: This project is currently in Development status. Real data should NOT be entered until the
project has been moved to Production status.
Total records: 15

Choose an existing Record ID - select record - ¥

+ Add new record
Data Search \

Choose a field to search Al fields
fexcludes mukiple choice fields)

Search query

4. IMPORTANT: You cannot record your NHI in REDCap.

Your site will receive a list of potentially eligible patients to screen and
mark for inclusion or exclusion.

Each record should have their ‘patient ID’ rather than NHI entered on
REDCap and their study inclusion status completed.

&~ N

Patient ID Date of index scope Type Date of diagnosis Cancer site District
lakes_lower_1 Colonoscopy Colon -ascending colon Lakes
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5. After clicking ‘Add new record’ you will be taken to the first data collection page.
Use this form to enter the patient data you have collected for the study.

PLEASE READ PRIOR TO DATA COLLECTION:

To ensure accuracy, all excluded cases must be done so rigourously.

1. Ensure correct pathology diagnosis dates and type of cancer
Check relevant pathology/histology reports based on the date given in your Excel sheet.

If the date on the Excel sheet is incorrect, please enter the correct date based on local pathology

2. Ensure it meets the definition for a PCCRC/PEUGIC

The definition of PCCRC/PEUGIC is purely a "time based definition'. |.e. a cancer is diagnosed within 6 to 48 months after an
index endoscopy, without any other relevant endoscopies in the intervening time.

These cases should included in data collection, regardless of:

+ Whether the lesion was seen or not at index endoscopy
+ Whether or not the cancer was avoidable/unavoidable
« |f other districts were involved

Some cases may be synchronous lesions. |.e. cancer is diagnosed at index endoscopy, but another synchronous cancer in a
different segment was not diagnosed. These cases should also be included in data collection

6. All patients that are sent to centres must be marked for inclusion or
excluded even if patients are excluded, reason for exclusion must be recorded

. ‘_J (4 R vorigble: exclusion  Branching logic: [inclusion] = "0

O Aged under 18
O Not diagnosed between Jan 2008 - Dec 2022
O Non-primary Gl malignancy
O Histological subtype is part of exclusion criteria
[ Malignancy was diagnosed on the previous scope in the
* must provide value relevant area
[ No scope of relevant area within 6 to 48 month period
prior to diagnosis
U Other (please specify)

Why were they excluded?
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7. You may save the data on the form at any time by clicking the buttons at the

bottom of each data collection form.
- ‘Save and stay’ saves the record as it is.

- ‘Save & exit record’ saves the record and returns the user to the
‘Add/Edit Records’ homepage.

- ‘Save & go to next form’ saves the record and takes the user to the
next page in the form.

Form Status

Complete? Incomplete &

Lock this instrument?

H lncked, no user will be able to modify this inserument for this record until = Lock

someone with Instrument Level Lock/Unlock privileges unlacks it.
Save & Exit Form J| Save & Go ToNextForm ~ B

- Cancel - Save & Stay
Save & Exit Record

Save & Go To Next Record

8. If you save a form with incomplete data, you will be prompted that required
fields are missing.

- If you click ‘okay’ you will return to your incomplete form.

- If you click ‘ignore and leave record’ you will return to the ‘Add/Edit
Records’ homepage

- If you click ‘ignore and go to next form’ you will be taken to the next
page in the record.

NOTE: Some fields are required!

Your data was successfully saved, but you did not provide a value for some fields that
require a value. Please enter a value for the fields on this page that are listed below.

Provide a value for...

* Data collection period
« Date of Birth

* Gender

= Ethnic group

.

ASA physical status
This is often found in the Anaesthetics report.

* Does the the following ded?
* BMI category
.

Underlying co-morbidities (select all that apply)

« Any relative or absolute contraindications to opioid use? (select all that apply)
= Any relative or absolute contraindications to NSAID use? (select all that apply)
* Smoking status

* Vaping status

+ Alcohol consumption (standard drinks/week)

.
Surgical procedure
« Indication for surgery
* Urgency
+ Compli

ions during inpati (Clavi
+ Date of admission
+ Date of procedure
« Date of discharge

.
Referral to Acute Pain Service for difficulty managing pain?

Okay Ignore and leave record Ignore and go to next form

Save your progress at frequent intervals on REDCap as REDCap does not
automatically save any entered data.
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SECTION 3: ENTERING DATA FOR PRE-EXISTING PATIENTS

1. If you'd like to return to a patient at a later date to complete their forms, you
can access their record from the ‘Add/Edit Records’ home page. Using your
local cross-reference of hospital IDs and REDCap IDs, you can look up a

patient by their REDCap ID in the ‘choose an existing Record ID’ section or
‘search query’ section.

Bi Add / Edit Records

You may view an existing record/response by selecting it from the drop-down lists below. To create a new record/response, click the button
below.

NOTICE: This project is currently in Development status. Real data should NOT be entered until the
project has been moved to Production status.

Total records: 16

Choose an existing Record ID - select record - §

4 Add new record

Data Search

Choose a field to search All fields

Search query
Begin typing to search the project data, then click an
item in the list to navigate to that record.

Save your progress at frequent intervals on REDCap as REDCap does not
automatically save any entered data.

-
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SECTION 4: DATA COMPLETENESS

Please complete all fields that appear on each REDCap record.

1. When arecord is complete (i.e. all possible fields have been completed) you
can mark the form as complete by changing the form status field from
incomplete to complete..

Form Status

Complete? V Incomplete
Unverified
Lock this instrument? Complete

I locked, no user will be able to modify this instrument for this record until ka

someone with Instrument Level Lock/Unlock privileges unlocks it
Save & Exit Form | Save & Exit Record ~

REDCap allows you to mark a form as complete even though your data fields
are not filled up. Please ensure that all your data fields are complete before
marking it as ‘complete’.

2. When arecord is complete (i.e. all pages are complete in the data collection
form for that record are complete), the record may be ‘locked’. This indicates
to the POET Data Analysis Team that the data from that patient is final and
accurate. To lock data, click ‘Lock Record’ on the relevant Data collection
form.

Form Status

Complete? Complete 3

Lock this instrument?
focked, o user will be able to oy thi ¢ for this recard untif
o nt Level Lo i
Save & Exit Form || Save & ExitRecord ~

- Cancel - |

Delete data for THIS FORM only

NOTE: To delete the entire record (all forms/events), see the record action drop-
down at top of the Record Home Page

16 April 2024 - Version 1
8



SECTION 5: WHERE MIGHT | FIND THE CLINICAL DATA

Patient demographics
Should be relatively straightforward for age, ethnicity, etc

Cancer characteristics

Itis crucial that formal pathology reports are reviewed for this study.

Ministry of Health NZ Cancer Registry coding can be inaccurate (this is the data that we
send to local centres), therefore manual verification of tumour histoloqy, location, and grade
based on local pathology reports is needed.

This may be in clinic letters, or pathology reports under the laboratory section of your online
clinical portal

Endoscopy details

This information will be on endoscopy reports in clinical notes.

In the second half of the 2010s, many centres in NZ shifted to ‘Provation’ for reporting of
scopes. This resulted in more standardised reporting. Prior to this, reporting was more
variable and dependent on local programs. Collect what is available.

If you have any technical questions or things you are not sure of please either contact your
local lead or the study team at poet.ca.study@gmail.com

SECTION 6: LOGISTICS FAQs

What is the link to the REDCap database?
Link to REDCap: https://redcap-cmh.hanz.health.nz/index.php?action=myprojects

How do | get a REDCap login and password?

An REDCap login and password will be emailed to you after your hospital lead
completes mini-team registration and emails Aotearoa Clinical Trials. The subject of
the email is ‘REDCap access granted’.

Who do | contact if | am having problems accessing or using REDCap?
Please contact your local hospital lead in the first instance. If they are unable to
assist you, contact the POET study team at poet.ca.study@gmail.com
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SECTION 7: STUDY SPECIFIC FAQs

If you have a question about patient inclusion or patient clinical details, please
read the protocol. If this has not answered it please contact the study team

My patient had an index colonoscopy then 1 year later was diagnosed with
gastric cancer. They did not have a prior gastroscopy within the 6 to 48 month
period, only colonoscopies. Should they be included?

No. This patient did not have an index colonoscopy of the relevant area.

My patient had a lesion seen on prior endoscopy and malignancy was
suspected but not confirmed by biopsy. A management plan was made after
this. Should this be included?

Yes, it is important to what proportion of these cases are due to delays in
diagnosis/treatment. This could be classified as a World Endoscopy Organisation
Class C lesion (lesion not resected) — potentially avoidable.

My patient had a colonoscopy prior to their diagnosis of cancer and a lesion
endoscopically resected. The lesion wasn’t missed but they developed a
cancer 1 year later. Should I still collect data on this case?

Yes, it is important to know if these were avoidable or unavoidable PCCRC/PEUGIC
cases. This could be classified as a World Endoscopy Organisation Class D lesion
(incompletely resected).

My patient had lesions seen on prior endoscopy which weren’t excised, and a
subsequent procedure for excisions was booked for them which happened 7
months later. On subsequent endoscopy, a malignant lesion was found.
Should I still collect data on this case as lesions were seen on the prior
scope?

Yes, it is important to know if these were avoidable or unavoidable PCCRC/PEUGIC
cases. This would potentially be classified as a World Endoscopy Organisation Class
C lesion (lesion not resected) — potentially avoidable.
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My patient had a lesion seen on prior endoscopy, but they weren’t fit for
surgery, so no follow up was scheduled. They later developed a cancer.
Should I collect data on this case?

Yes, it is important to know if these were avoidable or unavoidable PCCRC/PEUGIC
cases.

A cancer was diagnosed on the index endoscopy, but they developed another
synchronous cancer in a different segment of the Gl tract, should this patient
be included?

Yes, data on synchronous cancers is important and data should be collected on the
synchronous cancer which was not seen on index endoscopy.

My patient did not have a lesion detected on index endoscopy, but they had
one at their scheduled follow up 3.5 years later and it was decided this was a
‘new’ cancer. Should this be included?

Yes, it is important to what proportion of these cases are likely true new interval
cancers.

The patient had high grade dysplasia in their Barrett’s oesophagus on index
scope, they had cancer detected on their scheduled follow up 1 year later.
Should this be included?

Yes, data should be collected on these patients.

My patient moved districts and was diagnosed with cancer somewhere else. |
cannot see this data. Should I include them?

Yes they should be marked for inclusion. Please contact the study team about these
cases.

What constitutes adequate photo documentation in this study?

If you have any doubts about the quality of photo documentation, please email the
study team. Deidentified photos may be reviewed later.
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