


Data Collection
(REDCap)



Study Days and Data Collection
Study days are defined as follows and data must be collected according to 
study days:
+ Study Day 1 = ACU admit date/time (not randomization) until 23:59 the same day.
+ Study Day 2 = the subsequent day starting at 00:00 to 23:59 that day.
Example: A patient is admitted to the ACU on July 8th, 2020 at 4:00 PM (16:00). The 
study days would be:
+ Study Day 1 = 2020-07-08 from 16:00 to 2020-07-08 at 23:59 
+ Study Day 2 = 2020-07-09 from 00:00 to 2020-07-09 at 23:59 

+ Data MUST be collected according to calendar day as described above
+ Do NOT collect data according to your flow sheet unless it runs from 00:00-23:59



REDCapTM

Access REDCap™ at the following web address:

https://ceru.hpcvl.queensu.ca/EDC2/redcap/

REDCap is the electronic data capture system for the study.

Login with your Username and 
Password.



My Projects
+ Select My Projects

+ Then select VICToRY



Laboratory Units
After randomization of the first patient, you will need to enter the lab units 
for your site. 
+ Select ‘Arm 2: Laboratory Units’
+ Select your site number



Laboratory Units
+ If the lab units used at your 

site are not listed please 
notify the PL.

+ If you lab changes the lab 
units used in their reports 
during the study please notify 
the PL.



Patients Automatically Populated
Patients will automatically be added to REDCap AFTER they have been 
randomized in the CRS. 
+ Click on View / Edit Records
+ Arm 1: Patient is the default
+ Select a patient from the dropdown list to open the data entry grid



Event Grid

+ Click on a dot to open the 
corresponding form.



Form Status
+ When saving a form use the Form Status to control 

the colour of the dots.
+ The status does not influence queries.
+ Can be used as a visual reference of the status of 

the data entry for that form.



Repeating Forms
+ The following forms are repeating forms and 

are located on the Adhock Event.
+ Microbiology
+ Burn Related Procedures
+ Serious Adverse Events

+ This function allows you to add as many 
instances of the form as you may need.



Saving Forms

+ Options when saving a regular 
form.

+ Options when saving a repeating 
form.

+ Before leaving any form you must Save the data you have entered, or it 
will be lost.



Worksheets and REDCapTM

eCRF worksheets are provided to assist you in collecting required data. 
They are optional and can be edited to better suit your requirements.
The Medical Chart is the source document. 

Exception: 6 Month Follow-up Questionnaires worksheets are the 
source documents – need to keep

Instructions for the eCRF worksheets must be reviewed.
Data Entry is done in REDCAP™ and forms may look different than the 
worksheets provided.



Data Collection Forms
+ For a complete overview of the data collection required please refer to 

the SPM and eCRF worksheets. 



Baseline
+ Complete the Baseline 

data.
+ Patient demographics
+ Apache II Score
+ Comorbidities
+ Admission dates/times
+ Co-enrollment
+ Burn Injury information
+ Clinical Frailty Scale



Clinical Frailty Scale
+ Assessed by research staff 

based on interaction with 
family, treating teams, and 
review of the medical chart. 
Consider the time frame of the 
2 weeks preceding the current 
acute episode. 



Project Bookmarks
+ Resources such as the APACHE 

II Calculator can be found 
under Project Bookmarks in 
the left-hand menu.



Trauma
+ Indicate if the 

patient had a 
Traumatic Brain 
Injury. 

+ If yes, select the 
mechanism of 
injury and enter 
the Glasgow Coma 
Score.



Trauma
+ Indicate if the 

patient 
sustained 
trauma other 
than the burn 
injury. 

+ If yes, select 
the site of 
injury and 
required 
treatments.



SOFA
+ The SOFA score will be collected daily.
+ Elements of the SOFA score not collected elsewhere will be collected 

here. 



Microbiology
+ The Microbiology form is located on the Adhock event.
+ Record Gram negative bacteremia that occurred >72 hours after ACU 

admission until hospital discharge, death, or 3 months after ACU 
admission, whichever comes first.

+ ONLY report cultures that meet ALL of the following criteria:
1. Venous or arterial blood culture
2. Positive for Gram negative bacteria
3. >72 hours from Admission
4. New infection (do not record subsequent positive cultures of an organism 

that has already been reported)



Ventilation
+ Indicate if the 

patient ever 
received 
invasive 
mechanical 
ventilation. 

+ Up to 5 
ventilation 
events can be 
recorded.



Renal Replacement Therapy
+ Indicate if the patient received renal replacement therapy (dialysis) during 

their hospital stay. Answer whether RRT was started due to acute renal 
failure. If yes, enter the start and stop dates.



Vasopressors and Inotropes
+ Daily indicate if a continuous infusion of vasopressors and/or inotropes 

were given.
+ Record the rate in μg/kg/min (units/min for vasopressin)



Vasopressors and Inotropes
+ On Outcomes record the start and 

stop date/time for all vasopressors 
and/or inotropes that were given 
until hospital discharge, death, or 3 
months after ACU admission, 
whichever comes first.

+ Up to 5 events can be recorded for 
each vasopressor.

+ Considered a new event if stopped 
for ≥ 24 hours.



Continuous Infusion vs Bolus
+ We want you to record continuous infusions only, do not record bolus 

doses.
+ If it runs for more than 1 hr then continuous. 
+ If < 1 hr then look at the intention of the order.

+ If it’s an order for x mL and then done it’s likely a bolus. 
+ If it’s an order to titrate dose to achieve a target MAP and another 

order is required to stop it, then likely continuous.



Vitamin C Dosing
+ Indicate how many times study intervention was given. Choices are 0-6.
+ If no intervention was given, select 0 and explain why. Reasons can 

include:
+ “study intervention not started yet”
+ “16 doses completed”



Vitamin C Dosing
+ For each dose 

given, indicate if 
the dose was 
interrupted. There 
is space to record 
up to 3 
interruptions.

+ Enter the start and 
stop times.



Vitamin C Dosing
+ If the full volume 

wasn’t infused enter 
the total volume 
provided and the 
partial volume 
infused, along with 
the reason the full 
volume wasn’t given. 
This is your PV.



Laboratory



Fluid Balance
+ If blood products (pRBCs and plasma) or albumin are given, please record 

the volume.
+ Total volume IN will include any blood products and/or albumin received, 

and Total volume OUT will include urine output.



Study Blood Work
+ If study blood 

work is done, 
please record if 
any non-study 
vitamin C was 
given.

+ Total daily dose 
is the amount 
given from 
00:00-23:59.



Burn Related Procedures
+ Record all 

burn related 
procedures 
from 
Hospital 
admission 
until 
Hospital 
discharge or 
death.



Protocol Violations
+ Protocol violations/deviations for Vitamin C Dosing and Study Blood Work 

will be recorded on their respective forms.
+ Other protocol violations will be recorded on the Protocol Violation form 

such as:
+ Dispensing/dosing error
+ Accidental unblinding
+ Open label IV Vitamin C given (> 200 mg/day)
+ Oral Vitamin C given (> 1500 mg/day)
+ Missed IP dose(s)
+ Other (specify)



Events of Interest 
+ For a new diagnosis of 

oxalate kidney stones, severe 
hemolysis, severe acid-base/ 
electrolyte imbalances or 
refractory hypoglycemia 
record the date of diagnosis, 
if IP was stopped, and the 
SI/Sub-I rational for 
continuing or stopping IP.



Hospital Overview
The following data are recorded on the Hospital Overview form:
+ ACU discharge information
+ Hospital discharge information, including the location discharged to
+ If deceased – death date, time, & cause of death



Hospital Overview
+ Record outcome of 

ACU Stay #1 (death, 
discharge, consent 
withdrawal)

+ If applicable, record 
additional ACU Stays, 
Hospital Discharge, or 
death.



COVID-19
+ During the patient`s hospital stay, record their COVID-19 status.

+ If the patient tests positive, or negative, or is presumed positive record the date.

+ If the patient initially tests negative, but then tests positive, record the positive 
test.



6 Month Assessments
MARK YOUR CALENDARS: 
6 months after ACU admission +/- 2 weeks, survival status and follow-up 
assessments need to be completed. 
We have programmed REDCap to send you two emails:
+ 5.5 months after ACU admission
+ 7 months after ACU admission

Please obtain survival status even if it is outside of the data 
collection window



Event Grid – After Outcomes
+ The 6 Month Follow-up forms, 

including Survival Assessment are 
the last column on the VICToRY grid.



6 Month Survival
+ 6 Month Mortality is a Secondary Outcome of this Study

+ If the Alternative 
contact person is 
used remember to 
enter their 
relationship to the 
patient. Do not 
enter proper 
names as they 
could identify the 
patient.



6 Month Survival (continued)
+ It is vital that EVERY resource possible is used to obtain the 6 Month   

Survival Status of each patient.
+ If survival status 

is not obtained, 
please complete 
the form to 
confirm all 
attempts were 
made to obtain 
the information.



6 Month Follow-up Assessments
The following questionnaires are completed 6 months after ACU admission +/- 2 
weeks:

+ SF-36
+ ADL (Activities of Daily Living)
+ IADL (Instrumental Activities of Daily Living)

+ Questionnaires may be administered via a telephone call or in person.
+ Keep the completed questionnaires with your study documents.
+ Questionnaires may be completed over several calls or visits if necessary. 
+ Of the three questionnaires the SF-36 is the most important.

NOTE: Late data is better than missing data. 
Please make every attempt to complete the questionnaires, even if outside 

of the time parameters.



Guide to 6 month Follow-up forms
The following table provides a variety of patient outcome scenarios and a 
guide to which 6 month follow-up forms need to be completed in REDCap. 

Scenario Survival 
Status SF-36 ADL IADL

Patient died in ACU/Hospital (death date/time recorded on Hospital 
Overview form. ✘ ✘ ✘ ✘

Discovered patient died AFTER hospital discharge, but BEFORE trying 
to contact the patient/alternate. ✔ ✘ ✘ ✘

Learned that the patient died from the alternate. ✔ ✘ ✘ ✘
Tried but never reached either the patient or alternate ✔ ✘ ✘ ✘
Reached the patient/alternate and only completed one questionnaire ✔ ✔ ✔ ✔

Reached the patient/alternate and completed ALL questionnaires ✔ ✔ ✔ ✔



SAEs
+ Worksheets are 

provided to assist 
with data 
collection if you 
wish to use them.

+ SAEs must be 
entered in 
REDCap.



SAEs
+ A summary of the SAEs entered is 

located at the bottom of the grid.

+ Information displayed: Event Onset 
Date, Name of Event, Report type.

+ Each event should be entered as a 
single SAE and the form updated as 
new information becomes available.



Questions


