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Electronic Data Capture Systems

Each site will need to access two different electronic data capture systems for TOP-UP:

'$* Central Randomization System  The Central Randomization System (CRS) is a
web-based system that will be used to screen and
randomize eligible patients into the TOP-UP Study.
The CRS may be accessed via

T — http://www.criticalcarenutrition.com or directly at:
Fasawords [ https://ceru.hpcvl.queensu.ca/randomize/login.php

REDCap is a web-based system that will be used R
as the TOP-UP Study eCRF. REDCap may be E DCap
accessed via http://www.criticalcarenutrition.com

or directly at: Login

https://ceru.hpcvl.queensu.ca/EDC/redcap/ P 1457l yois user aimis s passwerd. you afe iving Foubie Iogping s plsase Gontaet Fairanita Feries

Username

Passward:

Granting CRS & REDCap Access

e Access to both CRS and REDCAP will be granted to the Research Coordinator/delegate upon

documentation of proper training of study procedures and receipt of Ethics Approval documentation and
other essential documents.

e Research Coordinators that are granted access to the CRS and REDCAP must appear on the Delegation of
Authority Log as described in the Implementation Manual.
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Screening & Randomization
Screening & Eligibility

The Research Coordinators are expected to screen patients admitted to their ICU daily to see if they meet the
inclusion criteria or exclusion criteria as listed below.

For eligible patients, the screening data must be entered onto the CRS in a timely manner in order to randomize the
patient and start the study intervention as soon as possible.

Since patient eligibility and suitability must be determined by the Site Investigator/delegate, sites are encouraged to
use the Inclusion/Exclusion criteria mock eCRFs to document screening and confirmation of eligibility by a
physician.

Types of Patients to be entered into the CRS

The CRS serves as a screening log and is vital in identifying the screening activity at each site. Hence ALL patients

that meet the following criteria MUST be entered into the CRS on a regular basis:

e All patients meeting inclusion criteria, these would be either of the following:
0 patients that meet an exclusion criteria or
0 patients that do not meet any exclusion criteria and consent is obtained (Randomized patients) or
0 patients do not meet any exclusion criteria and consent is not obtained (Eligible but not randomized
patients)

The table below provides several examples of the types of patients.

Inclusion Exclusion Informed Consent Enter into Comments
Criteria Criteria Obtained CRS
Present Present
x x Do not approach for x
II- consent as inclusion
criteria not met
v v Do not approach for v Ineligible patient
consent as exclusion
criteria met
4 x v v Randomized
patient
4 x x v Eligible but not
randomized patient

For each patient entered into the CRS, the system will issue a screening number.
The screening numbers are assigned sequentially in an 8-digit format:

“0" notes patient is being
screened but not randomized

l

1002-0016
%(—JH(—J

Site # patient #

If the patient is subsequently randomized, they will also be issued an enroliment number.
The enrollment numbers are assigned sequentially in an 8-digit format:

“1” notes the patient
has been randomized

Accessing & Entering aPatie  100Z-1001

7 August, 2013 Site #  patient # 4



URL: https://ceru.hpcvl.queensu.ca/randomize/login.php

7

&

Central Randomization System

User name:
Password:

—
(—
e

and Password. Click
Bl | Loan.

To access the CRS enter
your assigned User name

Once you have logged in successfully, you will be brought to the Home screen.

¢§ Central Randomization System

/N Home

- '
o User profile
ﬂ Contact us
0 Help

@ Logout

Study Name

ANKLE
CANTREAT
REDOXS

RE_ENERGIZE TOP-UP.
T D> <

The Home screen lists all
clinical trials for which
your site is participating in
with CERU that are also
using the CRS. Click on

After selecting the TOP-UP study from the Home page, you will be brought to the Site Status page. This page is a
listing of all patients screened and randomized to the study at your site.

To enter data for a new patient, select the Add patient link.

£ Home
.:. User profile
ﬂ Contact us

@ Logout

Site Status Page

Kingston General Hospital

Find #: | Find

Screening #
1001-0016
1001-0013
1001-0010
1001-0009
1001-0006
1001-0005
1001-0004
1001-0018
1001-0017

{enter Patient # )
Enroliment # &
1001-1007
1001-10086
1001-1005
1001-1004
1001-1003
1001-1002
1001-1001

T < — |

You will be brought to the Inclusion Criteria form. Complete the fields in the form as appropriate.

7 August, 2013

Status
Randomized
Randomized
Randomized
Randomized
Randomized
Randomized
Randomized
Mot Randomized
Mot Eligible

Each patient entered in the CRS will also have a

status associated with it. There are 4 status

levels:

= |[n progress: inclusion data has been entered.

= Not Eligible: This patient was excluded.

= Not Randomized: This patient was eligible
but consent was not obtained.

= Randomized: The patient was eligible,
consent was obtained and the patient was
enrolled into the study.




Click on the drop-down boxes to select a “Yes” or “No” response.

Dates are to be entered in the
DD-MMM-YYYY format.

All times should be recorded using the 24-hour (military) clock. All times must include a “;” (colon)
to be saved. For example 1200 must be entered as 12:00.

Click SAVE.

G&i Central Randomization System

~ = —
i Home Inclusion Criteria

- 5
o User profile

Praotacal #4 February 4 2013
ﬂ Contact us ¢ s !

22 =] [Aug =] [013 =]

0 Help |Date and Time af Screening:
| o
& Logout |
| 1. Critically ill adult patient (18 years old or older) admittad to ICU: W;I

!2. Have acute respiratory failure (BRF) e sxpected to remain mechanically ventilated for maore m

than 48 hours !

3, Expected [CU dependency of 5 or more days m

4, On or expected to inititate enteral nutrition within 7 days of ICU admission : m

5. Body weight: : i

&, Height: 150 crn [Measured =]
7. BMI I

Note: if you select “NO” to any of the criteria you will not be able to save the form. See Types of Patients to be
Entered section for further detail.

Patient eligibility must be confirmed by the Site Investigator/MD delegate
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Inclusion Criteria

Patients must meet all five of the criteria at the time of screening to be eligible for the study with the exception of
criteria # 2 which os from ICU admission.

# Inclusion Criteria

Critically ill adult patient { 218 years) admitted to your ICU

Have acute respiratory failure (ARF) i.e. expected to remain mechanically ventilated >
48 hrs from ICU admission

This refers to invasive mechanical ventilation and is defined as intubation with mechanical
ventilation or tracheostomy with mechanical ventilation. This includes any positive pressure
delivered via an endotracheal tube or a tracheostomy. This does not refer to non-invasive
methods of ventilation such as BI-PAP or mask-CPAP.

To avoid enrolling patients that are extubated early and given current exclusion criteria # 1
i.e. =72 hours from admission to ICU to time of consent, the following clarification is provided
for this revision:

If screening is done on day 1 (day of ICU admission):

ensure patient is expected to remain mechanically ventilated for 48 hrs from ICU
admission

If screening is done on day 2 (day after ICU admission):
ensure that the patient is expected to be ventilated for an additional 24 hrs from
screening (eguivalent to 48 hrs from ICU admission)

If screening is done on day J:

and patient was ventilated for 48 hrs but now is extubated, he/she is eligible as long
&& all other inciusion criteria are meat. If patiant remains ventilated on day 3, nead to
ensure that consent is still obtained within 72 hrs from ICU admission.

Expected ICU dependency of 5 or more days (as per judgment by the Site

3 Investigatorfdelegate) ICU dependency defined as need for mechanical ventilation, non
invasive ventilation, renal replacement therapy, vasopressors or arificial nutrition because of
their underlying iliness. NOTE: This does not include patients that stay in ICU because of
lack of availability of beds.

On enteral nutrition or expected to initiate enteral nutrition within 7 days of ICU
admission

The “expected to initiate enteral nutrition® refers to the anticipation of the start of enteral
nutrtion and this iz an assessment that is made at the time of screening evaluation in
collaboration with the Medical Team.

In the event that, at time of screening, the patient was expected to start enteral nutrition
within the first 7 days and the patient is randomized, but enteral nutrition does not actually
get started within this time frame, the patient still remainz in the study.

BMI < 25 or =35 based on pre-ICU actual or estimated dry weight
(Refer to Appendix B for EMI Chart)

If using estimated weight'/height, you may add a buffer of 21 for the EMI,_after
rounding, In this case, ENTER THE BEUFFERRED BEMI into the Central Randomization
System.

Example 1:

If estimated BMI iz 25 after rounding, use a -1 to get a BMI of 24 Record 24 into the CRS
Example 2:

If estimated BMI iz 34 after rounding, use a +1 to get a BMI of 25, Record 35 into the CRS

Consent must be obtained within 72 hrs of admission to the ICU.
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Complete the exclusion criteria fields as appropriate.

Click on the drop-down boxes to select a “Yes” or “No” response for each criterion.

If you click “Yes” to any one criteria, this patient is not eligible for the study.
Click SAVE. No futher data entry required.

If you click “No” to all criteria, this patient is eligible. Click SAVE, then proceed to the Pre-
Randomization Form.

¢{0 Central Randomization System

L) - - -
o Home Exclusion Criteria
- :
o Yser profile
Protocol #4 Februsry 4 2013
ﬂ Cantact us ( s ?
Q el 1. > 72 hours from admission to ICU to time of consent, [ =]
@ Logaout 2, Not expected to survive an additional 48 hours from soreening evaluation |N0 =l

2, Alack of commitment to full aggresive care (anticipated withholding or withdrawing treatments in the first week m
but izolated ONR. acceptable).

4, Patient dready receiving PN at screening Mo x|
5. absence of all risk factors for gastrointestinal intolerance, defined as: e =]

a) High APACHE 1T score ([ =20)

by On mare than 1 wasopressor or increasing doses of vasopressars
<) Receiving continuaus infusion or narcotics

dy High nazogastricforogastric output (>500 mL over 24 hours)

&) Recent surgery involving esophadus, stomach, of small bowel, GR peritoneal contamination with bowel
contents

) Pancreatitis

gy Multiple gastrointestinal investigations

by Recant history of diarrhea/C. difficile

1) surgical patisnts with future surgeries planned

13 Ruptured or dissected abdominal aortic aneurysm.

&, Patient admitted with diabetic ketoacidozis or non-ketotic hyperosmmolar coma m
7. Pregnant or lactating waomen m
8, Patient with clinical fulminant hepatic faillre [Ne =]
9, Patiert with Cirrhosis Child's Class ¢ liver disease (except these on & transplantlist or transplantable), No =|
10, Dedicated pert of central line not available [ro =]
11, Know alergy to study nutrients m
12. Enrellment in anather industry sponzored ICL intervention study (co-enrolment in academic studies will be o =]
cansidersd an a case by case basis)

Remember to:

| ® Only enter patients who meet ALL the inclusion criteria.

| ® Enter the date & time of screening

| = You may want to use the mock eCRFs/Worksheets to document

I screening & eligibility

| = To save time, instead of clicking the drop down box, you may press
| “TAB Y” for Yes and “TAB N” for No

7 August, 2013 8



Exclusion Criteria
Choose all exclusion criteria that apply. If any of the exclusion criteria are met, the patient is not eligible to
participate in the study.

# | Exclusion Criteria

1 | > 72 hrs from admission to ICU to time of consent.

The 72 hr window refers to admission to your ICU. In the event that the patient is transferred to your
ICU from another ICU, the 72 hr starts from the admission to your ICU.

2 | Not expected to survive an additional 48 hours from screening evaluation

3 | Lack of commitment to full, aggressive care (anticipated withholding or withdrawing
treatments in the first week but isclated DNR acceptable)

4 | Patients already receiving PN at screening

Absence of all risk factors for gastrointestinal intolerance, defined as:
a) High Apache Il score (>20)
by ©On more than 1 vasopressor or increasing doses of vasopressors
c) Receiving continuous infusion of narcotics
d) High nasogstric/orogastric output (=500 mL over 24 hours)

e) Recent surgery involving esophagus, stomach, or small bowel, OR peritoneal contamination
with bowel contents

f)  Pancreatitis

g) Multiple gastrointestinal investigations

h) Recent history of diamhea/C. difficile

iy  Surgical patients with future surgeries planned

j)  Ruptured or dissected abdominal aortic aneurysm

6 | Patients admitted with Diabetic Ketoacidosis or non-ketotic hyperosmolar coma

7 August, 2013 9




7 | Pregnant or lactating patients
8 | Patients with clinical fulminant hepatic failure.
Clinical fulminant hepatic failure is defined as:
* absence of cirhosis/chronic liver disease and
s presence of coagulopathy (prothrombin time = 15 sec or INR =1.5) and
= presence of any grade of hepatic encephalopathy within 26 weeks of the first symptoms in a
patient with acute liver injury
L]
NOTE: This criterion applies to only those patients who, in the opinion of the Site
Investigator/delegate, are deteriorating or are at high risk of dying due to clinical fulminant hepatic
failure.
If the patient meets this criterion but, in the opinion of the Site Investigator/delegate, is improving
significantly and is not expected to die because of the clinical fulminant hepatic failure, he/she may
be eligible and this exclusion criterion would not apply. In this event, proper documentation from the
Site Investigator is needed for confirmation of the patient's prognosis. Refer to Protocol Clarification
memo dated May Tth, 2012
9 | Patients with Cirrhosis Child's Class C Liver Disease (except those on a transplant list or
transplantable)
10 | Dedicated port of central line not available
11 | Known allergy to study nutrients (soy, egg or olive products)
12 | Enrollment in another industry sponsored ICU intervention study (co-enrollment in
academic studies will be considered on a case by case basis)

7 August, 2013 10




Pre-Randomization

Pre-Randomization refers to the period of time between the determination of an eligible patient and randomization
of a patient. The patient/next of kin must be approached for consent before you complete this form.

If consent was NOT obtained, complete the following form as shown below.

7 Home
2 User profile Pre-Randomization Form
ﬁ Contact us
0 Help
ICU admission: 16 ¥ | |Sep ¥ | |2011 ¥| 1234
@ Logout
Did the patient ever receive EN from ICU admission to the time of Yas v
pre-randomization?:
) 7
:-: add patient Did you obtain consent?: Mo w
N site Status Choose the most important reason the patient wasn't randomized: v
0 Patient Status Mo next of kin or substitute decision maker
Refused consent
Missed patient
MWD refusal

Language barriers

Pharmacy naot available

Mot approached for consent—family dynamics
Warkload issues

Other, please specify

Choose one of the following reasons for NOT obtaining consent:

Reason Description

No next of kin or substitute | The SDM or legally acceptable representative (LAR) was not

decision maker available for consent discussion within the required time frame.

Refused Consent The SDM or LAR refused participation. It is important to document
the reason for the refusal to consent.

Missed the patient The patient was not identified by the site coordinator in time to
approach for consent. E.g. the patient came in over the weekend.

MD refusal The MD feels that the patient is not suitable for the study

Language Barriers The SDM was not approached because of language barriers. A
certified translator was not present.

Pharmacy not available The SDM was not approached for consent because pharmacy is
not available to prepare the investigational product.

Not approached for The SDM was not approached due to emotional stress or

consent — Family complicated family dynamics.

dynamics

Workload Issues There was inadequate Research staff present to follow the patient

Other, please specify Any other reasons that are not captured above

If consent IS obtained, complete the following form as shown below.

,"l: o i Pre-Randomization Form Dates are to be
G User profile entered in the
g Contect e DD-MMM-YYYY
elp
- 16 v [sep v [2011 v format.
@ Logout ICU admission:
12:34
Did the patient ever recelve EN from ICU admission to the time of pre- Yes [ All times should be
) Add patient randomization?: N
I Site Status Did you obtain consent?: Yes v recorded US|ng the 24-
= = = = hour (military) clock.
0Patient Status  |Date and time of consent: 115722 sen am All tir‘r(1es mu)gt include
Fhiysician MNarme: Jane Doe a colon () to be
Type of admission: Surgical v SaVed_ For example
Megical 1200 must be entered
Surgical .
as 12:00.
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Once you click on the “Click here to Randomize” button, the patient will be randomized to the TOP-UP Study (see
next page).

Randomization

(LT,
u

L] +
o u Yser profile
ﬂ Contact us

Randomization form

0 Help You have succesfully randomized this patient
@ Logout Enrollment number: 1002-1028

Screening number: 1002-0026

Date and time of randomization: 2011-05-25 13:57 EST
‘: Add patient Armm: Enteral Nutrition Only

‘ Eit: Sttatus Flease print off th€ pageNgr your records.
— Patien S
Status

the “Save” button at
the bottom of the
Randomization form

Randomization must occur soon after consent so that the
intervention can start as soon as possible (within 2 hrs from
randomization)

Upon randomization, you will see the group that the patient has been randomized to. You may print a copy of
the Randomization Form and file in the Patient Folder/Study files.
The Patient Status Page indicates that data entry for this patient is complete.

@b Central Randomization System

A Home Patient Status Page

- ) ' L
L4 User profile Inclusion Criteria

Exclusion Criteria™
ﬂ Contact us ]
Pre-Randomization

Q Logout Randomization

2 sasoners| <RI

&/ site status

a Patient
“ Status
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Site Status

The Site Status Page shows you all the patients screened and entered on the CRS. Click on the “Site Status” link to
view this.

Site Status Page
#> Home 9
:: User profile Kingston General Hospital

ﬂ Contact us

@ Logout Find #: | Find

_ {enter Patient # ) You will note each patient
Screening # ¢ Enrollment # & Status . i
1001-0016 1001-1007 Randomized entered into the CRS is
1001-0013 1001-1006 Randomized issued a Screening
1001-0010 1001-1005 Randomized .
1001-0009 1001-1004 Randomized II number. Those patients
1001-0008 1001-1003 Randomized that are ellglble and
1001-0005 1001-1002 Randomized . R
1001-0004 1001-1001 Randomized randomized are issued an
1001-0018 = Not Randomized
0010017 i Not Elgible enrollment number.
1001-0015 = Mot Eligible

To view a patient, click their enrolment number or their screening number. You will be brought to the Patient Status
screen which shows you each data entry form for the patient as well as the status of the form.

¢5 Central Randomization System

This is a test site
7 Home

2 User profile Patient Status Page

ﬂ Contact us

Inclusion Form .
@relp Exdlusion Form 8 You can open a specific
O Logout :jdr:; II form by clicking on it.
andomization

o :
T3 Add patient
N site Status

= Patient
Status

Each form has a status assigned:

Status Symbol Description

Completed All data has been completed and saved.

Not Completed b Data has not yet been entered on the form.

Locked o The patient has been randomized and the data is no longer
able to be edited by the site user.

Note: All subsequent data collection must be entered on to the eCRF (REDCAP) as described in the following
pages.
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REDCap Data Entry

The REDCap (Research Electronic Data Capture) is a web-based system used for the TOP-UP Study.

REDCap can be accessed at the REDCap login link https://ceru.hpcvl.queensu.ca/EDC/redcap/.

REDCap

Login

Flease login with your user name and passwaord. If you are having treuble logging in, please submit a ticket to our Helpdesk.

Lser name:

Password:

All authorized study personnel must log onto the web site using their own username and password prior to data
entry.

Your user password can be changed at any time by clicking “My Profile” after logging into REDCap.

fj REDCap - Windows Internet Explorer

== x]
@T—_\/ - Ih https: #Aceru hpevl. queensu.ca/EDCAredeapindes. php? j E S IL\vESearch P~
File Edit ‘iew Favoites Tools  Help le:nrwert - @Selecl
W% @ HREDCap | |

overveldeja_URer ' Wy Profile | LgMout

REDCap

Home | My Databases = Training Resources = |4 Send-t

Welcome to REDCap!

REDCap is a secure, weh-based application for building and managing online
databases. Using REDCap's stream-lined process for rapidly developing
databases, you may create and design databases using 1} the online method
fram your web brawser using the Online Farm Editor; andlor 2) the offine method

REDCap Features

Build web-based databases quickly and
securely - Create and desian your database
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Navigating REDCap

My Databases

After you log into REDCap, you will be brought to the Home screen. Select the “My Databases” tab to see a list of
the CERU studies you have access to.

REDCap
Homﬂiuinu Resources  Semd-It

Listed helow are the REDCap databases to which you currently have access. Clickthe database title to open the database.

Mewly created datak hegin in Devel it status o as you begin to build and design them. When you are ready to hegin
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 collecting data or ifyou wish to stop collection, the database may he set to Inactive status @'
although it may be brought back to Production status at any time when you are ready to benin collecting data again.

My Databases Records Fields Status
Select “TOP-UP” CANTREAT 32 )
REEMERGIZE_Test 1 682 &
CANTREAT_Test 51 609

II TOPLUP 4 766 @

Click here to access "TOPUP"

Data Entry Field

The left side of the screen is the main navigation panel where you will see “Data Entry”. Select “Data Entry” to
choose from a list of patients that are randomized and ready for data entry.

‘REDCap" >, Clinical Evaluation _ IKCHH] =

Research Unit

& Logged i = leunguser | Log out

TOPUP
B My Datahases

fﬁ Database Information

=] Data Entry

Data Entry Forms

Flease choose a record helow or enter a new one, afler which you will be taken to the Event Grid so that you may choose the
data entry forms for which you wish to enter data.

Choose an existing Patient ID w
Applications

5} Diata Expart Taol
Resources

Investigatar Confirmation
Infection Adjudication

&) Help & Information

= Helpdesk
2 General Help
@ideo Tutorials

If ywou ke experiencing problems, please
contact your database administrator.
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Clinical Evaluation
Research Unit

Kingstor

« KGHI

Hospital

TOPUP

=] Data Entry

Flease choose a record below or enter a new one, after which you will be taken to the Event Grid so that you may choose the
data entry forms for which yvou wish to enter data.

Choose an existing Patient ID v CI'Ck on the
| drop-down
10021015 - Stage 2
10021017 - Stage 2 menu to
10021018
4 10021019 . I select a
10021020 - Stage 2 f
110021021 - Stage 2 randomized
10021022 :
10021022 patient.
10021024
10021025
10021028
10021027 - Stage 2
10021028

Event Grid Field
After you have selected a patient, you will be brought to the Event Grid. The Event Grid gives the user a snap shot
of the data entry forms for the patient.

The type of data entry form is listed in the far left column of the table. The study day is listed on the top row of the
table. Each dot on the table represents an individual data entry form. Each individual form can be accessed by
clicking on the dot. As you can see below, the circled dot is the Daily Monitoring form for study day 3.

REDCap

& Logasd in 3 leunguser | Log out
B My Databases

43¢ Database Information
Data Entry Forms

(] Data Entry
- Add or modify 3 database record

Applications

Resources

Investigatar Confirmation
Apache Il Calculator

&) Help & Information

9 Helpdesk
5 General Help
9 Wideo Tutorials

If you are experiencing problems, please
contact your database administrator
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Patient ID "10021040"

2 1
Data Entry Form Days | Day
Pre-  Pre-
Icu Icu

Baseline

Barthel Adl Index

Baseline 5f36

Nutritional Assessment

Mutrition Timing
Wentilation/Dialysis

Daily Nutrition Manitoring

Daily Organ Dysfunction

Daily Labs And Is Pressure
Weekly Labs

Weekly Study Ultrasounds
Abdominal/Pelvis CT Scans & Fernoral U/ @ @
Rehabilitation Practices
Concomitant Medications

Protocol Wiolation

Antibiotic Antifungal Antiviral Therapy
Microbiology

Muscle Function At Outcomes
Hospitalization Overview

EF-36 Follow-up

Serious Adverse Event Initial 1
Serious Adverse Event Fup Final 1
Serious Adverse Event Initial 2

Serious Adverse Event Fup Final 2

Cormpleted Stage 1

Day 1

Day2?2 Day3

Day4 Day5

Day 6 Day7

Event:

Day3 Day9 Day10 Day11 Day12 Day13 Day14 D

Oct 03  Oct04 Oct®5 Oct 06 Octd7 Oct 08 OGet 0% Oct 10 Oet 11 Oct12 OGet13 Oct14 Oct15 Oet16 O

e

5 95 95 5 9% 9% 95 5% 9% %95 8 s »

L N ]

5 % 95 5
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<
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e L] e L]
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Slide the navigation scroll bar at the bottom of the table to reveal the right side of the Event Grid.

'REDCEP Patient ID "10021040"

Euent:
Tesnguser | Log ot
7 1
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Seriaus Adverse Event Fup Final 2 (

Completed Stage |

Form Links
You can navigate between forms on the same study day using the form links on the left side navigation menu.

i Loggea in 33 leunguser | Log out ~
B Wy Databases —e cllnlcal Evaluatlon . I(G I I K
¥ Database Infarmation Research UI'Iit Hos|

Data Entry Forms

1
tal

TOPUP
[ Data Entry
= Grid - .
Baseline T Dovwrload page as POF T FDF with saved dat:
Evenl: Day L
o P ozt

@® Baseline &’ Editing existing Patient ID "2"
@ Barthel ADL Index
@ Daseline S5F-38
@ Mutritional Assessment
& Nutrition Timing

€ VentilationiDialysis

@ Daily Mutrition Monitoring
@ Daily Organ Dysfunction
@ Daily Labs & 1A Pressure

Event Mame: Day 1
Patient ID 2

Age
Range: 18 or greater

O male

Sex O Femals

© ekt Labs reset ualus
@ Weekly Study Ulirasounds APACHE 11
® Lumbar CT Scans & Femoral RangeilSitcley)

urs O wihits
@ Rehahilitation Practices O Black or African American
® Concomitant Medications O Hispanic
oy clatay EthnigEroup) O asian or Pacific Islander
@ Serious Adverse Event Initial 1 o .
@ Serious Adverse Event Fup Nouve

Final 1 O other (specify)

reset ualus

® Serious Adverse Event Initig
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Antibiotics & Microbiology Fi

elds

You will note that the antibiotic and microbiology data entry forms have drop down boxes for each day
and the events are listed as 1, 2, 3, 4, 5 & 6 (maximum of 6 entries per day). See arrow below.

Resources

Investigator Confirmation
Apache |l Calculator

&) Help & Information

5 Helpdesk
= General Help
9 ¥ideo Tutorials

If wou are experiencing problems, please
contact your database administrator.

Abdorninal/Pelvis CT Scans & Femoral U/s @
Rehabilitation Practices

Concomitant Medications

Protocal Wiolation

Antibiotic Antifungal Antiviral Therapy
Microbiology

Muscle Function At Outcormes
Hospitalization Overview

SF-36 Follow-up

Serious Adverse Event Initial 1
Serious Adverse Event Fup Final 1
Serious Adverse Event Initial 2

Serious Adverse Event Fup Final 2

Completed Stage 1

Form Status Legend

Grid Icon Dropdown Code Status

Biznik

Incomplete
Unverified

Complete
Locked
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To help identify the status of the antibiotic
and microbiology entries, you will find a
Form Status Legend at the bottom of the
grid (circled).

You MUST enter the antibiotic and micro data on the same study day the antibiotic was started or
the day the sample was taken.

Form Status and Saving

At the end of each form, you will be asked to specify the form status. This legend is to be used to assist you in
remembering what data is incomplete, unverified or complete. The status is indicated on the Event Grid Field using

the following convention:

Form Status Legend

Grid Icon Dropdown Code Status

e Blank Incormplete
[ 4 U Unverified
e c Complete
o L Locked
Incomplete No data has been entered on a form. Blank forms will automatically be set to incomplete.
Unverified Data entry is partially completed on a form. The Research Coordinator wants to double
check data already entered on a form. Partially completed forms will automatically be set
to unverified.
Complete Data entry is complete on a form. Further changes to the data are not anticipated. Only
forms manually set to complete will have this status.
Locked Locked status will appear on all forms after all finalization checks are completed. Data on
locked forms can not be changed.

7 August, 2013
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= There may be up to 4 options at the end of each form to save your progress. The following example is for:

Daily Nutrition Monitoring - Study Day 1

Form Status

Complete?

Complete_s

| Save and go to Day 1 Daily Organ Dysfunction

[Save and go to Day 2 Daily Mutrition Monitaring |
[ Save and go to Grid |
( |

Clear Form
Cancsl

Save and Stay

Save and go to Day 1 Daily Organ Dysfunction ]

This option will save your progress and bring you to the next
form on the same study day.

Note: In the case of the Antibiotic and Microbiology forms, this
option will bring you to the next corresponding
Antibiotic/Microbiology form.

For example, if you are working on the third Antibiotic form on
Day four, this option will save and bring you to the fourth
Antibiotic form on Day four.

[ Save and go to Day 2 Daily Nutrition Monitoring ]

This option will save your progress and bring you to the same
form on the next study day.

[ Save and go to Grid |

This option 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 that form.

Clear Form

This option will allow you to clear the entire form in case the
entire form was completed in error.

This option will take you to the Event Grid screen. All newly
entered data will be lost. Only the last saved version will
remain

NOTE: Always remember to “Save” before you navigate away from a form. Navigating from a form without

saving will result in loss of data.

7 August, 2013
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Data Conventions in REDCap

Dates should be entered using the YYYY - MM - DD format i.e. 2010 - 07 - 24. A date picker calendar is

available to enter dates. Single “click” on the 5% icon and choose the appropriate month and year from the drop
down boxes. Then “click” the appropriate day.

Enter all times using the HH:MM 24-hour period format i.e. 22:37. The semicolon must be entered. Use leading
zeros where applicable i.e. 01:28.

Midnight should be entered as 00:00

To access individual forms single click the corresponding “dot” on the event grid.

To enter data directly into each field, with your cursor or “pointer” in the field single click on the left side of the
mouse 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.

There should be NO blanks. If data is NOT available use the “Not Done/Not Available” checkbox options. This
includes:
o Data that is unavailable because the measure wasn’t taken or the test was not done.
Example: T-Bilirubin was not done on a particular study day.
o Data that is not known. This assumes every effort has been made to find the data but it is missing from
source documents.
Example: A particular data point was NOT entered in the medical chart. Or an ICU flow sheet has gone
missing.

H

REDCap has an option for user to see the data entry history for each data field. By clicking on the *, a window

will pop up listing the data entry history for the data field.

Fhenylephring O 0.1

o] Hg/min
-Phemylephrine Units O ug/kg/min
reset value
Data History for variable "phenylephrine” x

Listed below is the history of all data entered for the variable “phenylephrine” for Patient ID "10051015”.

Date/Time of Change User Data Changes Made
1:51pm 12/13/2010 overveldeja_User 0.1
5:28pm 09/10/2010 leungro 5343

Edit data entered on the web

To edit previously saved information, access the appropriate REDCap form, 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.

Once a patient has been randomized they cannot be deleted.
Please contact the Project Leader for more details.

Please keep ALL worksheets/documents that you use as these will be referred to
at the time of source verification.
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Infection Adjudication

In order to determine the incidence of newly acquired infections in patients enrolled to the TOP-UP study,
an assessment needs to be made by the Site investigator/MD delegate as to whether a newly acquired
infection exists and this requires adjudication.

A suspicion of infection is determined by the antibiotics received and the data on positive cultures. All
antibiotics and cultures that lead to a suspicion of infection will be recorded on the appropriate electronic
case report form.

Once a clinical suspicion of an infection has been identified, the Site Investigator/MD delegate MUST
adjudicate the data to determine the following:

¢ Is there an infection or not

e Degree of certainty of the infection

e Category of Infection

Refer to the algorithm on next page for adjudicating a clinical suspicion of infection.

Although the site investigator is responsible for the adjudication, the research coordinator is responsible
for facilitating this process.

Refer to the following documents for more details
1. Antibiotic, antifungal & antiviral mock eCRF
2. Microbiology Form mock eCRF
3. Mock eCRF Appendix 9 Categories of Infection
4. Mock eCRF Appendix 10 Definition of No Newly Acquired Infection

Infection adjudication MUST be performed by the Site Investigator, or MD delegate.
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YES
NO
adjudication
required

Was a new antibiotict started > 72 hours from ICU admission?

Was there a positive culture taken > 72 hours from ICU admission?

OR

YES

Antibiotic Form

Was the antibiotict
given for prophylaxis?
OR

Was this antibiotict a
substitute for an antibiotic
previously ordered for an

infection that occurred within
the first 72 hours of ICU
admission?

Microbiology
Form

Is this organism a
manifestation of an
infection that occurred
within the first 72 hours of
ICU admission?

NO

NO
NO adjudication required
This culture represents a

relapse/recurrent infection or
a persistent infection.

YES NO

adjudication
required

This defines a Clinical Suspicion of an infection.

This clinical suspicion requires adjudication by the Site Investigator/MD delegate.

ADJUDICATION DETERMINATION BY SITE INVESTIGATOR/MD DELEGATE

Infection

NO

YES

New infection

|

Indicate the

| |

Degree of Certainty
e probable NO
or
e possible NO

Refer to mock eCRF
Appendix 10

Choose the appropriate
Category of Infection
AND
Degree of Certainty

e definite yes
e probable yes or
e possible yes

Refer to Mock eCRF Appendix 9

T Refers to antibiotic, antifungal or antiviral

7 August, 2013
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Indicate which
previously
adjudicated episode
of infection this
current suspicion is
related to

(E.g. suspicion #1, #2,
#3, etc).




Infection Adjudication Data Entry

Based on the microbiology and antibiotic data entered, REDCAP will automatically trigger suspicions of
newly acquired infections. This is done by generating a series of tables that will guide and assist the Site
Investigator/Research Coordinator through the various steps of Infection Adjudication. These steps are

described below.

You will see the “Infection Adjudication” tab appear in the left hand side under “Resources”. Click on
Infection Adjudication and you will see a new window as described below.

REDCap

B Loggedin as leunguser | Log out

P Wy Databases
4o Database Infarmation

Data Entry Forms

[ Data Entry
- Add or modify a databaze record

Select Applications

“Infection Adjudication”

= Helpdesk

¥ Infection Adjudication - Google Ch

Resoupce

Infection Adjudication

& Help & Information

% _Clinical Eva
» Research Ui

p

2 Infection Adjudication - Google

E‘] https: ] feeruhpevl. queensy. ca/EDC red
[Flease select a patient ID:

Patient ID # Suspicions ~ Status
10011003 |0 In Progress
10011005 | & Stage d4a
10011006 | O Stage 3
10011010 |1 Stage 4h
10011025 | & Stage b
10021005 | 1 InProgress
10021006 | 0 Stage b
10021007 | 0 InProgress
10021014 |0 Stage b
10021108 | 4 Stage b
10021120 |1 Stage 3
10021121 |3 Stage 3

The Infection Adjudication link will
open a new window listing all your
patients.

Patients needing an adjudication
are in Stage 2 and 4b will be
shown in red or blue.

4b red and 4b blue indicate that
the initial central adjudication
queries (4b red) and subsequent
queries (4b blue) need to be
addressed by site adjudicator.

You must complete the infection
adjudication for these patients to
proceed further.

Select the appropriate patient from the list.

You will note this table that lists the patient ID,
# suspicions of newly acquired infection and

the patient’s data entry status.

E] https:/fceru.hpovl.queensu.ca/EDC fredcap

Please select a patient ID:

Patient ID # Suspicions| Status
10011003 |0 InProgress
10011005 | é Stage da
10011008 |0 Stage 3
oiinin 1 Stage dhb
10011035 | 2 Stage db
10021005 | 1 InProgress
10021006 |0 Stage 4b
10021007 | 0 InProgress
10021014 0 Stage dh
10021108 | 4 Stage 4b
10021130 1 Stage 3
100211231 | 3 Stage 3
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An Infection Adjudication Table is automatically generated that lists all the relevant data that has been
entered for the patient. The top of the table identifies the patient, number of infections that need to be
adjudicated based on the number of clinical suspicions and baseline and outcome data.

Patient 210141001 - Stage 2

Baseline Information
Hospital & dmission | 2011-07-20 05:51

ICTT A dmission 2011-07-20 1718
Randomization 2011-07-21 15:44
Admizzion Type Surgical
Diagniosis

Crastrointestinal Gl neoplasm

Ouicome Information
Hospital Discharge | 2011-08-11 19:05
ICT Discharge 20110202 14:05
Date/Titne of Death | A4

The next section is the entire table with the clinical data the Site Investigator/MD delegate will use to
adjudicate the infection. This data includes the following: Date, Temperature, Worst PF ratio, WBC
highest and lowest, Pressors, Ventilation Status, Microbiology data and Antibiotic data

Patient #10141001 - Stage 2

Baseline Information
Hospital Admission | 2011-07-20 05:51

Qutcome Information

Hospital Discharge | 2011-08-11 19:05

Grastrointestinal O neoplasm

ICU Admission 2011-07-20 17218 ICU Discharge 2011-08-02 1405
Randomization 2011-07-21 18:46 L i gl
Admizsion Type i

< o Worst Microbiology Antibiotic
T PF | WBC [Pressors?Venied? Newly Acquired Infectio
MNM-DD — Ratio Froxs s Yen! Sample Type O Dose |Freguency Eoute LA Sis e
\ Hospital Admission: 2011-07-20 05:51
ICU Ademission: 20110720 17:18
Day 1 High=H14
59 1Celsis | 188 | Low=lid | Mo Fes Metranidamnle 1, 500mg | BID IV
07-20 10°L
Cefimolin 2 | TID [
Randomization: 2011-07-21 128:46
Day 2 High=142
39Celsins | 102 | Low=14.2 | Yes Tes Metronidazole 1} | 500mg | BID v
07-21 109
Cafamoln 2z TID IV
. « . . . .
Refer to the column on the right called “Newly Acquired Infection” for all the infections that need to be
adjudicated
Day 5 High=610
38 9Celsins | 162 | Law=8.0 | Ho Tes Metronidazole (Flazyl] | 500mg | BID v
07-24 109
Ceftriavwone 1z oD IV
Infection ID £1 (Day 63
) This i5 2 newly aquired
mfaction
Day 6 High=6.1 )
35 5Celsis | 177 | Low=gl | Mo Tes Ciproflonanin 400wz | BID O_TM“NOT“MY
TR TR anquired infection
) This is 2 previouly
adpuicated suspicion of
infaction
O This 15 2 newly acquired
infection
PiperarillinTazchartem | 4.5z | TID ¥ O This is NOT 2 newy
anquived infection
7 August, 2013 24




Infection ID #2 (Day 9)

The Site Investigator, or MD delegate, is to pick the most appropriate response by referring to the
variables in the table in addition to reviewing the patient’s medical chart and condition at the time of
infection.

Three response options available for each instance of a clinical suspicion of infection are:

» This is a newly acquired infection Infection ID #1 {(Day &)

As seen in REDCap
s e e el
= Thisis a previously adjudicated infection

suspicion of infection

= This is NOT a newly acquired infection

C This is HOT a2 newly
acqured miection
| A T i o el
adndicated suspicion of
mfection
Clear Eesponse
This is a newly acquired infection
Pick this option if the clinical suspicion of infection is considered to be a newly acquired infection. The
Site Investigator, or MD delegate, will assign a Category of Infection (Appendix 9 of the Mock eCRF),

then the degree of certainty of the infection using the definition from within the assigned Category of
Infection.

W

® Thisis a newly > _

st 5 e

© Thisis NOT a fewly

3 - Skinfzoft tizzue

acquired infection 4 - Catheter BZI
O Thisis a previously 5 - Primary BSI
adjudicated suspicion of Definite YES E - Loweer LTI
infection _ Probable YES 7 - Upper UTI
Clear Response View Comm. () Pozsikle YES 3 - Intra abdominal
9 - Sinusitiz
10 - Lowwer RETI
11 - 12U Preumania
12 - Cther
Example:
On study day 9 the patient is febrile, has an elevated WBC, CXR reveals a new infiltrate. An
endotracheal aspirate specimen was sent for culture, S. aureus is identified. The infection should
be adjudicated as follows:
Infection ID #2 (Day 9)
v' This is a newly acquired infection & This is a newly 11-ICU Pneumonia v
v Category of Infection = 11- ICU Pneumonia acquited infection FPraobable YES | Details

v Probable YES
O Thisis NOT a newly

acouired infection
O Thisis a previously
adjudicated suspicion of

infection
Clear Response Wiew i omn, (1
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This is NOT a newly acquired infection

Pick this option if the clinical suspicion of infection is not considered to be an infection.

Refer to

(Appendix 10 of the Mock eCRF), for associated definitions.

Infection ID #5 (Day 17)

O Thisis a newly

acguired infection

® Thisis NOT a newly

aceuired infection

| Details

O Thisis a previously
adjudicated suspicion of

infection
Clear Response
Example:

Wiewr i otmn, (1)

On study day 17 a blood culture indicates the presence of Staph Epidermis. There are no other
clinical indicators of infection (i.e. SIRS). A repeat culture is negative. The initial positive culture
is thought to be a contaminant. The infection should be adjudicated as follows:

v" This is NOT a newly acquired infection
v' Probable-NO

This is a previously adjudicated infection

Infection ID #5 (Day 17)

O Thisis anewly
acguired inflection

© This is NOT anewly [ Probaple NO ¥ Detais
acguited inflection
O Thisis a previously
adjudicated suspicion of
inflection

Clear Responae Wiew Comir. (1)

Pick this option if this clinical suspicion of infection is associated with an infection already adjudicated.You
must also indicate the day and the suspicion # of the associated previously adjudicated infection.

Although infections that occur within the first 72 hrs of ICU admission are not to be considered newly
acquired infections and hence are not be adjudicated per se, there is an option to capture this information
for the Central Adjudication Process. If the suspicion of infection was due to an infection that occurred in
the first 72 hours after ICU admission, select “Baseline Infection”.

Example:

On study day the patient is febrile, has an elevated WBC and CXR reveals a new infiltrate. An
endotracheal aspirate specimen was sent for culture, S. aureus is identified.

On study day 10 an antibiotic was initiated to treat the S. aureus. The clinical suspicion triggered
on study day 10 with the initiation of an antibiotic is related to a previously adjudicated infection.
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Infection ID #6 (Day 19) <
The adjudication response for study day 19 is: 11 - 10U Pheumonia «

v' This is a newly acquired infection © This is anewly

v Category of Infection = 11 - ICU Pneumonia ~ 2cauiredinfestion Probable YES « | Details
v Probable-Yes O This is NOT a newly
acouired mfection

O Thisisa previously
adjudicated suspicion of

infection
Clear Responae View Comn. (1
Infection ID #7 (Day 20)

O Thisis a newly
acguited infection

) Thisis NOT & newly

L. . i acguited infection
The adjudication response for study day 20 is: oy _
v This is a previously adjudicated infection # This is & previously -
. P yad adjudicated suspicion of Infection #6 (Day 19) +»
v Infection # 1 (same response as study day 19). infection
Clear Response | Baseline Infection

Infaction #2 (Day 9 _

Infection #6 (Day

Before the locking checks are completed (Stage 1), the site MUST click on the SAVE button to save their
adjudication data.

After the locking checks are completed (Stage 2) and all incidents of clinical suspicion of infection have
been adjudicated for a patient, click on the COMPLETED button. This will save the data you have entered

05-02
Day 34

Fhuconazole 200mg | BID I

05-03
ICU Discharge: 2010-05-03 14.00
Hospital Discharge: 2010-05-03 15:20

No clinical suspicions of infection

After the locking checks are completed (Stage 2), complete the adjudication form. If there are no clinical
suspicions of infection in the right hand column, the adjudication form must still be completed by clicking
on the COMPLETED button

05-02
Day 34

Fhuconamle 200mg | BID v

05-03
ICU Discharge: 2010-05-03 14:00

Hospital Discharge: 2010-05-03 15:20

Following the completion of the Infection Adjudication by the Site Investigator, a Central adjudication
process will occur in which an external reviewer(s) will review the adjudications done by the Site
Investigator. Any queries/discrepancies will need to be addressed by the Site Investigator and the details
of this process will be communicated by the Project Leader at CERU when site infection adjudications are
completed.

7 August, 2013 27



Stages of Data Entry

To help you determine the status of the patient data, we have designated different stages of data
completion. Each stage marks the completion of a specific set of data. The diagram below summarizes
the site responsibilities at these various stages.

Stage 1
Enter data J(?n REDCap
Address locking checks
Lock patient

J

Stage 2
Complete site adjudication
If no adjudication, press complete

v v
If no adjudications needed If adjudications needed
J ¥
Stage 3 Stage 3
Complete 3 & 6 month follow-up Complete 3 & 6 month follow-up
V
Stage 4a

Central infection adjudication

Stage 4b
Site response to central infection
adjudication

v
Stage 5 Stage 5
Patient chart closed Patient chart closed
Investigator Confirmation Investigator Confirmation
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Once all data has been completed up to and including hospital overview (except 3 and 6 month follow-up)
the user can proceed to “Stage 2". The “Complete stage 1” button is found at the bottom of the Grid.

&) Help & Information

2 Helpdesk
2 General Help
@ video Tutotials

If you sre experiencing problems, please
cortact your database administrator

LUNLUNTILE L MEUIGaULs
Protocal Vialation e e e e e e
Antibiotic Antifungal Antiviral Therapy w w w R - -
Microbiology v " w v ~ w
Muscle Function At Outcomnes
Hospitalization Swerview

SF-36 Follow-up

Serious Adverse Event Initial 1
Serious Adverse Event Fup Final 1

Serious Adverse Event Initial 2

Serious Adverse Event Fup Final 2

Completed Stage 1

Form Status Legend

Grid Icon Dropdown Code Status

LJ Blanik

[ 3 u Unverified

[ 4 c Complete
L Locked

Incomplete

Once the “Complete Stage 1" button has been selected, REDCap will run front-end logic and edit checks.
If any data discrepancies are identified the user will see them listed on a new screen.

fREDCap

& Logaed in as leunguser | Log out

P Wy Databases
4 Database Information

Data Entry Forms
[ Data Entry
= Grid

Applications

[z Data Export Tool

Once all errors have been addressed by the site and patient is locked, the patient will

be in “Stage 2"

Each error
identified must
be addressed

s, Clinical Evaluation Kingst
& Research Unit « KGH &

TOPUP before you can
“Lock” the

ElPatient 2 patient.

Warning - There is 1 error preventing this patient's status from reaching Stage 2

You rnust address each of these errors before the patient's status will reach Stage 2 There is an

individual link to
the relevant
form to address
each error
noted.

Link to form
Goto event

Form Error Message
Baseline Missing ICU Admission Date

fREDCap

n 2z overveldeja_User

; I::; out
B Wy Databases
@ Database Information

Data Entry Forms

] Data Entry
= crid

Applications

Resources
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>, Clinical Evaluation
Research Unit

KGHI

Once a patient is “locked”
the site will NOT be able to
modify the data.

Contact the Project Leader

TOPUP if modifications to the data
are required.
ElPatient 10011005

You have successfully Locked patient #10011005

4Return to the Event Grid
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Investigator Confirmation

After the completion of all data entry (i.e. Status of “Stage 5"), the Investigators Confirmation form must

be completed and forwarded to the Project Leader.

To access the Investigator Confirmation form, select the link from the Resources section on the left side

menu.

fREDCap

% Logged in 25 leunguser | Log out

& wy Databases
{2 Datahase Information

Data Entry Forms

FZ] Data Entry Barthel adl Index e
- Add or modify a database record Baseline Sf36 ¢
Applications Mutritional Assessment L
Mutrition Tiring [ 4
Resources
Wentilation/Dialysis ¢
Draily Mutrition Monitoring [ 3 [ d e [ J [ 3 [ J e [ e [ d [ ]
P e Daily Organ Dysfunction [ L d e [ d [ J L e e L d [ ]
Daily Labs And Ia Pressure [ 4 [ J [ 4 [ J [ 4 [ J [ d [ 4 [ J [ 3 [ ]
j EZLH::_::Q‘D weekly Labs [ d e
o Video Tutorials weekly Study Ultrasounds e e
It you ars experisncing probisms, pleass Abdominal/Pelvis CT Scans & Femoral U/s @ @ L L e [ L] LJ (] e e Ld L]
e Rehabilitation Practices [ 3 L e [ [ J [ L] e e L] L]
Concomitant Medications L LJ e e e LJ L e e L L]
Pratacol Yialation L3 L4 e e L3 [d LJ e e Ld L]
antibiotic Antifungal Antiviral Therapy FME[ EE E = = = ===
Microbiology v v v e v b R v L b v
Muscle Function &t Gutcomes
Hospitalization Owerview
EF-36 Follow-up
Serious Adverse Event Initial 1 L] e [ ] ] L] [ ] L] e (] L] L]
Serious Adwerse Event Fup Final 1 [ ] e [ ] e [ ] [ ] [ ] e [ ] [ ] [ ]
Serious Adverse Event Initial 2 L] L] (] (] L] ] * (] ] L] L]
Serious Adverse Event Fup Final 2 [ ] e e e [ ] e e ] ] L ] [ ]

Patient ID "10021040"

2 1

Data Entry Form
Pre-  Pre-

Days Day Day1 Day2 Day3 Day4 Day5 Dayé Day7 Day8 Day9 Day1e Dayv1i

ICU | ICU | Oct 03 Oct 04 Octds O0ct06 Oct07 Oct 08 Oct 09 Oct10 Oct 11 Det12  Oct13

Baseline e

Completed Stage 1

Site Mame.  _KGH

Enrcliment Number. 10021017

Investigator's Confirmation

The form will automatically be populated with
the site name and patient enrollment number.
Print this form and have the site Investigator
sign and date.

By signing, the site Investigator is attesting to
the following:
= The data collection and entry was
conducted under his/her supervision

and in accordance with study
itz e ialiat procedures.

et s S, s 14 3¢ feon scpascatn = The data and statement, including
are complete and accurate to e best of my lnowlcoge newly acquired hospital infection
adjudication are complete and
accurate to the best of their
knowledge.
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Forward a scan or fax (613-548-2428) of the
Pleass print off and fax signed form ta TOPUP_Tast Project Leader Signed |nVestigat0r Conformation form. File
A E1J-548-2428 AS S00N AS POSSBLE . . . .
the original in your study files.

7 August, 2013 30



