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Introduction

This REDCap Manual functions as a resource for successful completion of electronic case report forms (eCRFs)
for the International Nutrition Survey. The manual is formatted to provide information on using and navigating
the REDCap system to enter study data. It does not contain detailed information about each data point. For
detailed information on collecting data for the study, consult the paper CRFs and their associated instructions.

eCRFs are the primary mode of data capture used in the International Nutrition Survey. You are expected to
enter data online as soon as it becomes available. Paper CRFs are tools to assist in capturing the required data
elements prior to online data entry.

Important: Please keep ALL paper CRFs/worksheets/documents that you use as these will be referred to at
the time of source verification for the Best of the Best award.
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Methods Centre Contacts

CERU Contacts

Dr. Daren Heyland

Principal Investigator

Office: 613-549-6666 ext. 4847
Fax: 613-548-2428

Email: dkh2@queensu.ca

Rupinder Dhaliwal

Project Leader

Tel: 613-549-6666 ext. 3830
Fax: 613-548-2428

Email: dhaliwar@kgh.kari.net

Kingston General Hospital
Angada 4, 76 Stuart Street
Kingston ON K7L 2V7

Margot Lemieux

Project Assistant

Tel: 613-549-6666 ext. 2812
Fax: 613-548-2428

Email: lemieuxm@kgh.kari.net

All questions related to data collection procedures should be directed to the Project Assistant.
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Registration

e The online Site and User Registration Form for the International Nutrition Survey opened September 2"
2014 and can be accessed by following the link

(https://ceru.hpcvl.queensu.ca/randomize/INS/registration.php).
e This online form matches the paper CRF Site Registration form.

International Nutrition Survey 2014
Site Registration Form

Required fields are marked with a red asterisit ()

For an this form click here

* 1. Primary RED Cap Users (Usernames and passwords to access the online data entry system will be assigned to each of the mdividuals histed below.)

First name Last name Email Telephone Role in ICU
v
Add User
To register yow site, please provide the following information.
* 2. Did you require ethics approval to participate in INS 20147 v
Hospital Information
* 3. Hospital Name:
* 4. Type of Hospital: ~
* 5. City:

6. Province/State:
* 7. Comntry:

* 8. Size of hospital (number of beds):
ICU Information

* 9. Does your hospital have multiple ICUs? v
* 10. ICU name (Max 20 characters):

* 11. Has this ICU participated in the International Nutrition Swrvey in previous years?: v
* 12, ICU type:

#* 13. Case Types: (check all that apply) CMedical [ Neurological

Upon completion of the online site registration form you will automatically be assigned a username and
password. New participants will receive their new usernames and passwords via a confirmation email. If you
participated in the survey in 2011 or 2013, your username from 2011 or 2013 will be reactivated when you

sign-up with the same e-mail address as you used for INS 2011 or 2013 and a new password will be emailed to
you to reactivate your account. Please note:

e The site and user registration must be completed once for each ICU.
O Please ensure only one person registers each ICU, and provides all the contact details for each
individual from that ICU that needs a username and password
e If you have multiple ICUs at your hospital:
O Register each ICU separately
0 Users will receive a separate username for each ICU
e All users must log onto the website using their own username and password prior to data entry
e Please notify the CERU Project Assistant with any changes in study personnel accessing the web
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Web Login

Accessing the Website
The Web Based Data Capture System for the International Nutrition Survey can be accessed by following the
REDCap login link on the www.criticalcarenutrition.com website, or directly at

https://ceru.hpcvl.queensu.ca/EDC/redcap/

Logging In
e Ensure that you keep your REDCap login information confidential
e Remember to choose a secure password
0 Use a combination of uppercase letters, lowercase letters and numbers
e Enter your username and password
e C(lick the “Login” button:

REDCap

LoglIn

Flease log in with your user name and password. fyou are having trouble logging in, please submit a ticket to our Helpdesk,

User name:

Password

e If you forget your password, contact the Helpdesk.
e If the login information is correct, the user will be brought to the Welcome Home Page.
e Your password can be changed at any time by clicking “My Profile” after logging into REDCap.

REDCap

Home | My Databases  Request New Database  Training Resources = Send-It

wser | My Profile | Log out
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Navigation

REDCap

Home  MyDatabases Request New Database  Training Resources = Send-it

Listed helow are the REDCap databases to which you currently have access. Click the database title to open the database.
hewly created databases hegin in Development status « as you begin to build and design them. When you are ready to begin
entering real data in the database, you may move it to Production status ©) to designate the database as officially collecting
data. When you are finished callecting data or if you wish o stop collection, the database may be set to Inactive status .@
although it may be brought backto Production status at any time when you are ready to begin collecting data again

My Databases

Records Fields

INS 2014 3 04

>, Clinical Evaluation

ﬂE DCa pw Research

& Logged in as murchla | Log out I Kingsto
P iy Datahases I Hespital
{5 Database Infarmation

International Nutrition Survey

Data Entry Forms

E=] Data Entry
- &idd or modify a database rz

P — tails ar help with this application.
Calendar

Current U
[= Data Export Toal £\ Current Users

|2 Data Import Tool User Expires Recards in datahase
[ Data comparison Toal ferrerf ever Data exports
3*‘ LR (Fernando Ferrer) Logoed everts
File Repositary (gJE:SOS’ZeGaanJ never host recent activity
£ UserRights feungro File space usage
£° Data Access Groups (Roger Leung) never Databaze status
5% Record Locking Customization -
%, E-signature and Locking Momt (Michels McCall) fever
2 Graphical view & Stats murchiz Upcoming Calendar Events {next 7 days)

never
= (Lauren urch)
| Report Builder Time Date Description

Resources
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This database may be used for collecting and reporling data. Please cite the REDCap project when publishing
rmanuscripts (citation information and template methods language are available here). Contact Fernando Ferrer for

2:07pm 0307/2010
aMB

o] Development

Mo upcoming everts

After logging in, click the ‘My Databases’
tab. This will bring you to the list of
studies for which you have access (ie. if
you are a TOP UP study site, TOP UP
would be listed here, as well). Click on
the International Nutrition Survey

database.

Status

When you click on the

International Nutrition
Survey database you will be
directed to the Database
Information screen. Here
you will be able to view
other users for your site.
Click on “Database
Information” on the left
hand side of the screen to
view this page.

Click on “Data Entry” on
the left hand side of the
screen to select a patient
for whom to view or enter
data.



Current patients can be accessed

here using the drop down menu.

REDCap e Slinical Evaluation |y« * When you click on an

e 0 International Nutrition Survey 2014 existing patient, you will
P myDatabases
£t Database Information

automatically be directed to

Query Module New:0 O ling: 0  D/M Responded sponded: 0 F.A.R:0 T Staf:0  Resolved
. ’ .
DataEntry Forms & Data Entry that patient’s Event Grid.
(5 Data Entry Please choose a recard below or enter a new ane, after which you taken to the Event Grid so thatyou may choose the .
53t ey s orwhich you s to e et o |f a patient has been
Applications
€, E-signeture and Lacking Marnt BneCe o GHEEE Gt > submitted or finalized, this

Add New Patient

f status will be shown beside

New patients can be created by clicking “Add a new patient”. the patient ID (see below).

e Only add new patients as you need them, as you cannot delete Choose an existing Patient ID | 661-10 - Finalized ¥
patients. [ 10011
1001-2 - Finalized

e Record the Patient ID number in your screening log in the CRFs. 1001-20 _
1001-3 - Submitted

e When you create a new patient, you will automatically be 1001-4 - Finalized
. . . 1001-5 - Submitted
directed to the Patient Information eCRF. 1001-6 - Submitted
10017
1001-8 - Finalized
1001-9

Assignment of Patient ID Numbers
e The site number will be programmed for each site by CERU. This will appear before every patient ID
number
0 e.g. 119 -3 represents patient 3, who is from site 119
NOTE: It is very important that you record what patient numbers refer to what patients in your screening
log in the CRFs.

Event Grid

e The Event Grid shows all eCRFs for a given patient. By default, each eCRF will be represented by a @ on
the event grid.

e Note: you may disregard the text at the top of the Event Grid page where it says “Define My Events”. We
have already done this for you.

e The Event Grid is organized by data entry forms listed vertically and study days listed horizontally.

e You can access any of the eCRFs at any time by clicking on the @ corresponding to the desired form.

e Each patient has an eCRF for:
e Patient Information,to be filled out for day 1

Baseline SOFA Score,to be filled out for the first 24 hours after ICU admission

Baseline Nutrition Assessment
e Daily Nutrition, for Study Day 1 up to Study Day 12
e Daily Enteral Nutrition, for Study Day 1 up to Study Day 12
e Daily Parenteral Nutrition, for Study Day 1 up to Study Day 12
e Daily Nutrition: Supplemental Nutrients, for Study Day 1 up to Study Day 12
e QOutcomes Information eCRF.

e Patients from burn units have an additional 2 forms that must be completed, listed below. Sites
registered as non-burn units will NOT have access to these eCRFs:

0 Patient Information (Burn Sites)
0 Daily Nutrition Data (Burns Sites)
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PatientID "1"

Data Entry Form

Patient Information

Patient Information (Burn Sites)

Baseline SOFA Score

Baseline Mutrition Assessment

Daily Mutrition Data

Daily Nutrition Data {Burn Sites)

Daily Enteral Nutrition Data

Daily Parenteral Mutrition Data

Daily Nutrition: Supplemental Mutrients

Outcornes Infarmation

Form Status Legend

® Incomplete
€ unverified
® Complete

° Locked

fn‘g Database Infarmation

Data Entry Forms

[E] Data Entry

~
w
IS
=

e
L]
L]
L]
e
L]
L]
e
L]

= Patient Information

Events for Arm 1: Arm 1

Day Day \

Note: The event grid will
display the same for all
> sites but non-burn units
will not have access to
the two forms with

Y, ‘Burn Sites’ in brackets.

Day Day Day Day Day
6 T 8 9 10 " 12 Outcomes
L] L] L] L] ® L] e
L] L] L] L] e L] L]
L] L] L] L] L] L] L]
® L] ® L] ® L] e
L] L] L] L] ® L] L]
L]
-'f_- Dovwnload page a5 PDF -',"_- PDF with saved data
Azsign this record to a Data Access Graup?
-- Select & group -- v

[ Grid < m—

Eventi Day 1

Data Entry Forms:

Patient Infarmation

SOFA Seare

Baseline Mutrition Assessment
Daily Mutrition Data

Applications

Resources

Site Registration

PF Ratio Table

MAP Calculator

Unit Corverter

CRFziData Collection Instructions
REDCap Instructions

Apache |l Online Calculataor
Apache [IWorksheet

Other INS Toals

Site Finalization

&) adding new Patient 1D "5"

Event Mame: Day 1
Patient 1D

Sex

Age

Hospital Admission Date

Hospital Admission Time

ICU Admission Date

* must provide walue

ICU Admission Time

Was Mechanical ¥entilation started prior to admission to
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O male
O Female
reset walue
e
B
WY YY-MM-DD
HH: MM Zdhr
=
L
WY YY-MM-DD
HH: MM 24 hr
O ves

After clicking a @ for an
eCRF, you can click on
“Grid” on the left hand
navigation menu at any
time to return to the Event
Grid screen for the current
patient.

WARNING: Clicking on
“Grid” from any eCRF will
not save any of your
progress in the eCRF.



The Left Hand Navigation Pane

From the menu on the left hand side of the page, you can access:

*REDCap’” e My Databases: Takes you back to the screen showing all studies on REDCap
P——— you are involved with. For example, if you are involved in both the

P Wy Databases

B oo International Nutrition Survey and the PEP uP Study, you could potentially

i \ have two studies listed here under the same account

& Data Eniry e Database Information: Takes you back to the “home” screen for the current
E Grid

Ewert: Day 1 StUdy

Drata Entry Forms:

Patient Infsrmation e Data Entry: This is where you access individual patient records for the current
SOFA Score
study.

Baseline Muttition Assessment
Doaily Nutrition Data

e Grid: This is where you access individual eCRFs for the current patient.

Applications

e e Resources: We have put some frequently used tools here for your
e convenience:

MAP Caleulator

AP Calcula . . . e

Vot Comverer | SN O Site registration and finalization forms

REDCap Instructions .

Apaune Il Onilne Calculator O The study’s CRFs and Instructions

Apache Il'Warksheet

sie Fnaizston 0 Link to an online APACHE Il Calculator

Queries for Patient #5 \ 0 Unit conversion Excel file
Mew
Quistanding

SR e Queries: This is where any queries will appear. Clicking on ‘Queries for Patient
Jesttespondg # will bring you to the Query Module (see page 15 of this manual).

FAR
IT Etaff

oo

ocooo

— / e Help Desk: Click here if you have any technical problems with REDCap; our IT
& Help & Information

PR team will be happy to assist you. If you have questions regarding the content
N of REDCap, please contact Margot Lemieux at lemieuxm@kgh.kari.net.
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Completion of eCRFs

Paper CRFs are designed to match the eCRFs as closely as possible
0 Referto the instructions with the paper CRFs for the information that is required and how to
complete these forms.

Important Notes about Completion of Electronic Case Report Forms

Dates are to be entered using the YYYY-MM-DD format, i.e. 2010-07-24. It is highly recommended that the
calendar option be used. Click on the 2] icon and choose the appropriate month and year from the drop
down boxes. Then click on the appropriate day.
Enter all times using the HH:MM 24-hour period format i.e. 22:37. The colon must be entered.

0 Use leading zeros where applicable i.e. 01:28.

0 Midnight (24:00 hours) should be entered as 00:00
To enter data directly into each field, click on the desired field and type information. Do NOT press enter
after entering data into a field. This will cause the form to automatically save and bring you to a new
screen that will allow you to return to the Event Grid.
Unless otherwise instructed, there should be NO blank fields. Please make every effort to find the
necessary data in the patient charts. If a lot of data is missing on a particular patient (i.e. charts have gone
missing) exclude this patient and move onto the next eligible patient.
Click ‘reset value’ next to any data field to clear the data for that individual data field.
At the end of each eCRF, you will be asked to label the form status as incomplete, unverified or complete
using a dropdown menu.

Form Status

Complete? Incormplete

Incarnplete
Unverified
Complete

Changing this option will change how the form is displayed in the Event Grid. These colour-coded
labels are meant to help you identify at a glance what the status is of your data entry for a given
patient:
O RED @ (Incomplete)
= All forms are automatically colour coded red if no data has been saved.
0 AMBER € (Unverified)
= All forms are automatically colour coded yellow if at least 1 piece of data has been
saved.
O GREEN @ (Complete)
= |f you have saved all required information on a form, we recommend manually
marking the form as “Complete”.
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e There are 4 or 5 options at the end of each form to save your progress:

[Sawe and go ta Day 2 Daily Nutrition Data | 1his option will save your progress and bring you to the next
form in that Study Day (if applicable)

[ Save and go to Grid ] | This will save your progress and return you to the Event Grid

[ Save and Stay ]| This option will save your progress and allow you to continue
working on the current form.

This will clear all of the data you have entered into the form.

This option will take you to the Event Grid. All newly entered

data will be lost. Only the last saved version will remain.

Deleting Data

You cannot delete patients. Please contact the project assistant if you have any queries regarding editing or
deleting data.

History

For any data field in any of the eCRFs you may click on the H' at any time to view the data history for that
field.

Male
H
SEH O Female

raset value

When you click on the H'a window like the one below will pop up:

Data History for variable "height" % | This window shows:
e When data was entered

Listed below is the history of all data entered for the variable "height” for Patient ID ™"
v ¢ e Who entered the data

Date/Time of Change User Data Changes Made hd What data was entered
3:15pm 09/24/2010 murchla 1.22
10:41am 08/05/2010 leungro 3
1:39pm 08/03/2010 gadonje 2
Out of Range Values

An out of range pop-up warning may appear if you enter a number in a field that is considered out of range, ie:

ps://ceru.... | x|

The page at https://ceru.

The value you provided is outside the Enter time in the following format HH:MM within the
suggested range. (Range = 18 to 120) range 00:00-23:59 (e, 0432 or 23:19),

Confirm that your value is correct, CPrevent this page from creating additional dialogues.

e Click ok
e Check that the value you entered is correct

This will only occur for some data fields. Other queries will occur through the built-in query system (see the
Query Module on our website (below) or REDCap for more information).

http://criticalcarenutrition.com/index.php?option=com content&view=article&id=147&Itemid=62
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Editing Electronic Case Report Forms
To edit previously saved information, access the appropriate eCRF from the Event Grid, change the
appropriate field(s) and save the form. To ensure Good Clinical Practice is maintained, all changes will be

tracked and logged by the computer program and can be viewed by clicking H), as explained previously.

If you have previously completed a form and you change data in one field so that other questions on that eCRF

are no longer applicable, you will receive an alert that this change is going to result in deletion of data from
other fields:

Windows Internet Explorer e.g. If you completed the daily nutrition data form and said
ﬂ You have changed your respanse, that the patient received enteral nutrition, but later go back to

The walue Far "en_Formulal” will be deleted. say that the patient did not receive enteral nutrition, you will
receive an alert that all of the data you entered regarding

enteral nutrition will be erased when you make this change.

You cannot prevent this change from occurring once the pop-up alert has appeared, but the change will
not save until you click the appropriate button.

Completion of Daily Nutrition Data

o Daily Data should be collected every day that the patient is in the ICU, from ICU admission (Study Day 1)
until death, ICU discharge or 12 days of ICU admission, whichever comes first.

e Data collection may be partially or fully retrospective if patient’s were enrolled into the survey after ICU
admission/Study Day 1

e |f a patient dies or is discharged from the ICU before Study Day 12, there will be Daily Nutrition Data forms
that appear in the Event Grid which are not applicable to that patient; leave these forms blank.

Patient ID "1"

Events for Arm 1: Arm 1 e.g. The patient shown here was
discharged from the ICU on

Data Entry Form Day Day Day Day Day Day Day Day Day Day Day Day Day Study Day 8§, so the Daily

1 2 3 4 5 (3 T 8 9 10 11 12 (1]
e Tt o Daily Data Not Completed Nutrition Data forms is left
Baseline Mutrition Assessment @ K—H blal’]k on Study DayS 9—12' and
Daily Mutrition Data L e ¢« ¢ ¢ ©¢ © © © @ @ @0 then the Outcomes Form is

— _J

Qutcomnes Information L
e completed.

Completed Daily Data

e Please see the paper CRFs and associated instructions for further information on completing these daily
nutrition data forms

Outcomes Information
e This form is completed when the first of the following occurs:
O Death
0 Hospital Discharge
0 60 days from ICU admission
e See the paper CRFs and associated instructions for further information on completing this form
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Patient Submission and Finalization

Events for Arm L: Arm 1 Once you have completed the daily data
for a patient (i.e. you have completed 12
Data Entry Form Day  Day  Day  Day | Day Day  Day Day Day Day Day Day . . .
12 3 45 6 T B8 M0 41 12 Oucomes days of daily nutrition data, or the patient
Patient Inforrnation Ld
oF Seore ~ died or was discharged from the ICU prior
Baseline Hutrition Assessment, @ tO day 12)’ CIiCk ”Smeit.” YOU may
Daily Nutrition Data e e e e e e e e [ [ [ [
outcomes Infarmatian e submit patients even if the Outcomes
_ Form has not yet been completed.
The Query System

Queries are run at different time points, including:

e Asyou save individual eCRFs

e When you click “Submit”

e Hourly
At these time points, a series of data checks will be run on all data entered for the patient. Issues arising from
these data checks must be resolved before the patient will be finalized. We recommend resolving queries in
real time rather than waiting until patient data is submitted. This will reduce your workload leading up to the
deadline for when patient data must be finalized on REDCap.

Please refer to the Query Module available on our website (see link below) and under ‘Resources’ on REDCap
for more information and instructions on solving queries.
http://criticalcarenutrition.com/index.php?option=com content&view=article&id=147&I|temid=62

If you are unable to resolve a data check, contact Margot Lemieux (lemieuxm@kgh.kari.net).

We strongly recommend that you enter and finalize patient data on REDCap as soon as you are able to. This
is a good way to ensure you are collecting and entering data correctly. If you wait until the end to submit and
finalize all 20 patients and discover you have made the same error for several patients, this can become a time
consuming problem to fix. By submitting and finalizing patients as you go, you will become more familiar with
the data entry process, which will help make the process of data entry more efficient.

Finalizing Patients
Once you have completed the Outcomes Form, “Submitted” a patient (i.e. all the daily data has been

completed and you have returned and completed the outcomes form) and any queries have been resolved,
the patient will automatically be “Finalized” by the system.

Choose an existing Patient ID | #51-10 - Finalized r . . .
1007-19 When you have successfully submitted or finalized a
2 Finslized patient, the patient will appear as submitted or finalized in
1001-3 - Submitted the drop down menu on the Data Entry page.

1001-4 - Finalized
1001-5 - Submitted
1001-6 - Submitted
1001-7

1001-8 - Finalized
1001-9
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Finalizing Data entry at Your Site
Click on the “Site Finalization” link in the “Resources” section of the left-hand navigation panel to access the
Site Finalization form.

Once you have completed data collection and data entry for all patients, please finalize data entry at your site
by providing the total number of patients screened from each column of your screening log

Clinical Evaluation -
&" Research Unit « KGHI :

International Nutrition Survey 2014

Query Module MNew:0 Outstanding: 0  D/M Responded: 0 User Responded: 0 F.A.R:0 IT Staf:0 Resolved:0 Removed/Ignored: 0
INS Enroliment Log

*Total Number of Patients Screened

Of patients screened, number of patients who were = 18 years old (or= 15, if applicable)

* Of patients screened and = 18 years old (or = 16, if applicable), number intubated within 15 48 hours of admisgion:

= Of patients screened, = 18 years old (or= 16, if applicable), and intubated within 17 48 hours, number whao stayed in the ICU = 72 hours:

EREREEEE

* Of eligible patients (= 18 vears old {or= 16, if applicable), intubated within 1%t 45 hours, and stayed in the ICU = 72 hours), nurmber included in the survey,

Once all 5 boxes have been filled in and you have zero queries remaining, a check box will appear. Checking
the box indicates that your data is complete and accurate to the best of your knowledge.

* All patients at my site for the International Nutrition Survey 2014 have heen finalized, and the data is complete and accurate to the O
bhest of my knowledge.

You may fill in the screening log data at any time, click ‘Save’ and return to correct the form, if necessary.
However, once you check the box indicating that data entry is complete at your site and click ‘Save’, the form
will be locked. Once locked, you will be able to view this form, but you will no longer be able to edit any
information on this page.
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