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REDOXS® Teamwork

Site Investigator
Regulatory
Inclusion/exclusion criteria
ICU infection adjudication

Pharmacist SAE reporting
Checking allocation

Dispensing ..
Logs Dietitian

Study Coordinator | Pimne numton
Regulatory onitoring cquacy,

Screening/Randomization
Pharmacy communication
Data collection
Supplement monitoring
Collaboration with SI
SAE reporting
Protocol Violation reporting



Regulatory paperwork: pre-trial

 Ethics approval
* Consent form approved by Ethics

Essential elements according to GCP 4.8.10 must be included
» Regulatory approval
» Lab ranges and accreditation
* Qualified Investigator: CVs, licenses
Research Coordinator: CVs
Delegation of Authority Logs

Web access logs




Delegation of Authority Log

o TheREDONS s Delegation of Authority Log
Mwﬂsdﬁﬁmgmm

This log =5 used by the Qualified Investigator (i.e. Site Investgator] to indicate the Sie Staff that have a materal effect on the conduct of the Study and to whom
the Investigator has delegated significant Study related dutizs'tasks. The signatures and details on this log will also faciftate tracking of edits/changes of the Site
records. This log is 1o be kept by the Guslifed Investgater and the Sponsar.

Mame of Qualifizd Investigator: Signature of Qualified Investigator

Print HMame Signature Initials Study Role Key Delegated Tasks
iQualified Investigatort, sub- (see next page)
Ql*, Ragearch Coordinator
[RC). Pharmacliat Techniclan,
Digtitlan

Sample of Delegated Tasks provided
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Randomization
To be done by Research
Coordinator

Appendix 1

Randomization on Web




Screen New Imp Manual p 63

Subject
“Only Subjects Who
Meet Inclusion
Criteria”

| S|Cre'em/rI]Eg Flo”_n Meets an
nclusion/Exclusion Exclusion
End

No .E?(clusion Pharmacist Receives call
El'g'tblg for from Study Coordinator
u

Pre Randomization Pharmacist Logs onto
Form Web

Eligibility Must Be

Confirmed By MD

Pharmacist Receives
e Treatment Assignment

e Subject’s Initials
eConsent Obtained e Date of Birth

eSubject’s Height in cm. ¢ Height
¢CLICK here to Randomize
Patient button

Subject is now Randomized
Enrollment NumberlIs

eContact your Site Pharmacy and enter
date and time of contact.

eProvide Height/Subject Initials/
DOB/Enroliment Number

After Randomization
Study Coordinator Expected to Complete
Baseline Form & APACHE Score and
other Electronic CRFs




@ Critical Care Nutrition |

About Critical Care . v L S 1

Nutrition - a1 - b - Be the Best of the
g ' vest!

Nutrition CPGs ;

® Fead more

Pharmaconutrition

# Fead more

Tools and Training Kit Frnew ¥

N he improvement in
Publications nutrition therapies in intensive care units
Research across the world.

Presentations

We bring to you...

Upcoming
Conferences

® F.ead mare

Related Links Important Announcements:

Standard Operating
Procedure (SOP)

Electronic Journal Club

September 2008 update: The International Mutrition Survey
Pharmaconutrition data entry website will close at Spm Eastern Standard Time
(EST) on Tuesday 30th September. Limited data queries will be
sent out shartly thereafter,

® F.ead more

Contact Us

* ok ok

July 2008: See Resources Section of International Survey 2008

for the *new* July 2008 Mewsletter,
+ & %

June 2008: See resources for June 2003 International Survey

Hps : Afceru.hpevl.queensu.ca/REDOHS_RCT

tartl & G E O |9 inbox - Micr... | ) Training | 3 2008 | ‘2 Microsoft Po... ||@ Critical Ca...

l_l_l_ l_ |_|ﬁ Internet

L5

w1141 ¢
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Web Login Page

f Login - Internet Explorer provided by Sympatico
https: ffceru. hpovl. queensu. cafREDOxES_RCT]
Favorites Tools Help

&2 Microsoft Outlook Web Access ’ REDOHS Skudy Login

Q:. The REDOXS® Study

EEducing Deaths due to OXidative Stress
S Login page

Maintenance: Please note that the Electronic data capture will be closed between 08:00 and 0%:00 Eastern
Standard time every Friday for regular maintenance

Login Existing User

If you are an existing user, please enter your username and password below:
User Name

Password Forgot wour password?

Getting a2n error message, 'Invalid Session/ Session expired'? Make sure that your browser is properly
configured to accept gqueensu.ca cookies. Click here for details

PN

Check if you need to configure web
browser BEFORE your enrol !

Password assigned once regulatory approvals received
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Inclusion/exclusion criteria

Refer to inclusion/exclusion criteria
cards
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Inclusion Criteria

;IGIII «{r@"} S~ | %7 Bookmarks= &2 blocked

~Inclusion Criteria

7 Check » % sutolink ~ = AutoRill [« Send tow

[T 1.Mechanically wventilated adult patients {(>=18 years old) admitted to your ICU,

2.4nd with 2 or more of the following organ failures related to their acute illness ;

RECORD ALL ORGANMN FAILURES

Reminder:

- Organ Failures may have started before ICU admission but have to be present in ICU.
- Organ failures may have resolved at time of screening

[0 & Palz/Filz ratio of <=300
Date of onset of respiratory failure

[ = = e,

i, Clinical evidence of hvpoperfusion defined as the need for vasopressor agents (norepinephring,
epinephringe, vasopressin, or == 5 ugfka/min of dopamineg, or == 50 ug/min phenylephring) for ==
2 hrs

Date of onset of hypoperfusion failure

[ = = EHew,

i, In patients without known renal disease, renal dysfunc

urnal/L or a urine output of, == S00mlflast 24 hrs {or 80 1 Times Of Organ failures:

[~ ohservation not available). In patients with acute on chror
increase of == &0 umol/L from baseline or pre-admission

500mlflast 24 hours (or d0mlflast 4 hours) will be require I'CCOI'd the OnSCt Of th€

Date of onset of renal dysfunction

e organ failure.

24 hrs)

it of anastof v sl count PF ratio < 300: record the
L=l =l Heds first one after ventilation

Save | Clear Forrm | |




I - 1 mp Manual -
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.
= REDOXS S5tudy Screening - Internet Explorer provided by Sympatico
v = * €] htkps:/fceru hpovl. queensu, ca/REDOXS loadScreening2 . dovid=187 hd % ho ANl ¢
. File Edit Vew Favortes Tools  Help

W £ | REDOKS Study Screening © G2 Copy J{: Cuk DPaste ’f}Hume ~ R

‘ { o The REDOXS® Study

EFEducing Deaths due to OXidative Stress

e only 1 (most pertinent) ]

) Patients whe are meribund {not expected to be in ICU for more than 48 hours due to imminent
death).

should be >24 hours from ICU admission to
time of consent

If transferred from another ICU, includes time
in that ICU too!

) Patients with primary admission diagnosis of burns (>==30%BSA)
@) Weight less than 50 kgs or greater than 200kgs
O Pregnant patients or lactating with the intent to breastfeed

1By St and ey as Soure

static cancer or Stage IV Lymphoma witiedn expected |ife expectancy of [ess tha

months.
* Nene of the above

W

& Internet 100 v
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Pre-Randomization
M Consent

i Critical Care Nutrition Survey Pre-Randomization - Microsoft Internet Exj

File Edit “iew Favorites Tools Help | 1

OBack > B ﬂ |§| ,. | /-: Search ‘:;'"T';f:"Favurites & iz [(HF - ﬁ by %

Address I@j https://ceruhpoyl. gueensu.ca/REDOXS loadPreR.and.do?id=33 j a Go ‘LiﬂkS > -

Google |G- 'IGD + 2 B - | % Bookmarks= S 2 blocked | ' Check = % sutolink + =| AutoFill [« Send to- () Settings~
=)
<g The REDOXS© Study

REducing Deaths due to OXidative Stress

— Screening #:19 Pre - Randomization Site name:KGH

Patient eligibility has been confirmed with MD I
MWarme of Physician |Dr fes

Did you obtain consent YES & no O

Patient's height in cm |16?|

CLICK HERE TO RANDOMIZE PATIENT I Clear Form

&] Done ll_l_l_l_g|a Int:elmet
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2l Critical Care Nutrition Survey Randomization - Microsoft Internet Explo

AutoFil (= Send to-

Randomization #6.
Please print off this page for you

You have successfully randomized this patlen“

Print the page and notlfy the study pharmac1st of
e Patient randomization number
* Height in cms
Patient initials and DOB
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Consent

A Critical Care Nutrition Survey Pre-Randomization - Microsoft Internet Ex _|=] x|
File Edit “iew Favorites Tools Help |

OE-ack M= B ﬂ IELI ,. | /- ! Search “r Favorites {64 =R ﬁ j‘;
Address I@j https://ceruhpoyl. gueensu.ca/REDOXS oadPreRand.do?id =53 j ﬂ Go ‘ Links = |@ ~
Google |G|+ 'IGD + 5 B~ | % Bookmarks~ 52 blocked | & Check = % sufolink ~ = AutcFill [« Send to- () Settings~

‘ {C‘ The REDOXS® Study .

REducing Deaths due to OXidative Stress

— Screening #1139 Pre - Randomization Site name:KGH

Patient eligibility has been confirmed with MD I
narme of Physician |Dr Tes

]
l."

Did yvou obtain consent TES & jo &

If answer NO then choose the most important reason the patient wasn't randomized

LON family present
" Refused consent
i Missed patient

s Otherl

Clear Form

For patients that you do not enrol because they
are going to be extubated soon (no exclusion
B critcria), choose NO to consent, and provide an
explanation under OTHER reason.
=
€]

’_’_|_|_|E|ﬂ Internet
#istart| (@ O] F » [ 3 Microsoft...~| B]Changes to ... | #]ver 3.0 IMM... | 3 CRFs |[#1critical ca... «[ 1:09PM




Screening Logs (online)

Enter Screening Data for ALL patients meeting
inclusion criteria, including those meeting an
exclusion criteria and those that refuse consent

Do NOT need to submit other screening
logs

'C‘ The REDOXS® Study
L REducing Deaths due to OXidative Stress
> Welcome, Rupinder Dhaliwal

¥ Screened patients

Enrolled patients (You have 16 patients enrolled in this study )
= In progress
To review or edit patient data

Enrolment = Age Gender Height




FAQs

I have made a mistake in the organ
failure timing.

Can I change the screening data after I
have randomized a patient?




Case study #1: eligible or not?

75 yr old male admitted to ICU with diagnosis of
sepsis following complications post bowel surgery

Screening time Sept 215 9:00 hours
ICU admission Sept 20™ at 18:00 hrs
PF ratio < 300 Sep 20t 18:45 hrs
Renal failure Sept 20t 13:23 hrs

Hx of diabetes, CAD.,Geizure d/o on anticonvulsants




Case study # 2: Timing of Organ Failures

16: 10 hrs Patient admitted to ER, SOB, ABGs PF ratio 240
16:40 hrs in ER intubated on mechanical ventilation

16:50 in ER dopamine startéd 6 pu/kg/min until 18:00 hrs
17:00 in ERCABGs PF ratio 210

19:00 transferred to ICU

20:00 started oncdopamine at 8 p/kg/minuntil 24:00 hrs
21:00 in ICU ABGs PF ratio 212

24: 00 1n ICU dopamine d/c

You screen next morning at 09:00 hrs.
Is this patient eligible?
What is the timing of organ failures?




Obtaining Informed Consent

Tr1-Council Policy Statement: Ethical
Conduct for Research Involving Humans

“Free and informed consent refers to the dialogue,
information sharing and general process through
which prospective subjects choose to participate in

research involving themselves™




Timing : When?

Consent must be obtained within 24 hrs of

admission to ICU

Who obtains consent?

» Site Investigator or delegate 1.€. sub
investigator or research nurse

» must be specified on the Delegation of
Authority Log




Whom to get consent from?

 Patients are usually incapable given acuity
of 1llness

* Substitute decision maker (SDM) or
patient’s legally acceptable representative




Pre-Consent

Check to see if patient has refused participation in
research in general.

Ensure patient meets the inclusion & no exclusion
criteria

Familiarize yourself with the patient’s history

Discuss the eligibility criteria and appropriateness of
enrolment with Site Investigator.




Involve nursing staff

Approach bedside nursing staff/medical staff for and
update on the family’s involvement and their degree of
knowledge of the patient’s condition.

Inform the appropriate nurse you are considering this
patient for the REDOXS® Study.

Ask RN when family member is expected.




At the time of Consent

Arrange for a quiet, private location for discussion with family
member(s) with the Site Investigator/delegate.

The Site Investigator will provide an overview of the study to
the family members and inform them that their family member is
appropriate for participation in the REDOXS © study. The Site
investigator will then introduce the Research coordinator to the
family.

State that you are seeking permission for the patient to participate
in a research study

Highlight that your hospital promotes improving patient care
through research




Language

Use simple and clear language

Avoid medical jargon

Do NOT coerce family member

Personalize the discussions 1.e. “Patients like
your family member, may benefit from
participating in this study....”




Explain Study Procedures

Feeding via EN or PN i1s standard of care

Supplementation via Enteral and IV routes

No blood will be taken

Follow up at 3 and 6 months and interview with
patient/family member.

— Alternate family member contact for interview




Antioxidants and Glutamine

Antioxidants are like vitamins/minerals that are
naturally occurring substances that the human
body needs to overcome serious illness.

Glutamine 1s an a building block for protein, and
plays many important functions in the body.

In critical 1llness, these nutrients are found to be in
low levels.

Purpose of the study 1s to see 1f giving these
supplements will improve the survival and reduce
infections of sick patients in the ICU, like your
family member.




Risks and benefits

We won’t know what your family member 1s receiving

(blinded).

Risks: No known risks but there maybe others that we do not
know about. If the MD 1n charge of your family member feels
that your family member 1s deteriorating because of the
supplements, he can stop the study supplements.

Y our family member will be monitored daily

Benefits: your family member may have a better chance of

survival but we do not know for sure.




Other elements of ICF

Voluntary participation

— If refuse participation, will still receive the
same medical care.

— Consent may be withdrawn at any time

No compensation, no cost

Contact person for their rights and questions

Data will be accessed but kept confidential




Provide ICF to SDM

Provide a copy of the REB approved ICF to
family for their review

Give them sufficient time to ask questions and
encourage them to speak to the Site Investigator.

Ensure that they have understood that they are
signing on behalf of their family member

Provide contact numbers for questions or concerns




After consent obtained

 When the SDM has given consent, ensure that they
have dated and signed the ICF. Provide them with one
copy.

* Place a copy of the signed ICF in the medical chart
and copies 1n your site files

* Write a note 1n the chart stating
— Name of SDM who provided consent, relation to patient
— Date and time that consent was received
— Time that patient was randomized

— Brief summary of REDOXS procedures




Follow up with SDM

* Thank the SDM for the opportunity to include the
patient in REDOXS

Provide the SDM with informal updates when you
see them during future ICU visits, whether things
are uneventful or not

Ongoing contact with the SDM will help to make
their exposure to medical research a positive
experience




No Family around?

» (Obtain consent by telephone

 Document in the medical chart that consent was
obtained via telephone before the patient was
randomized

* Follow up with the SDM to see that the ICF 1s
signed as soon as possible.
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Duration of Data Collection

For daily data

from Study Day 1 until Day 30 unless ICU discharge (actual) or
death occurs before day 30

EXCEPT the following:
— Study Supplement Compliance: maximum of 28 days.

— Microbiology: -7 days ICU admission to ICU discharge (or
maximum day 30).

— Antibiotics: -7 days ICU admission and stop dates may extend
beyond ICU discharge.

— Patients with ICU stay < 5 days and transferred to ward: collect

all daily data from Study Day 1 and continue for 5 days 1n total
(=120 hrs).

Study Day 1 is from ICU admission to end of flowsheet.
Study Day 2 and subsequent days are according to your 24 hr flowsheet




Welcome Home Page Imp Manual p11
(Site Status Page)

REDOXS Study ICU View - Windows Internet Explorer
@ = ’ https: ficeru.hpoyvl. queensu, cafREDORS login.do; jsessionid=E7094 134 30B337240FES3D27ED 1503EA

File Edit ‘ew Favorites Tools Help

G 4R | o REDORS Study I0U View

{s The REDOXS® Study

REducing Deaths due to OXidative Stress

— Welcome, Rupinder Dhaliwal P nameiTEST

Screen New Patient Erotocol Viclation Form

* Screened patients

Enrolled patients (You have 16 patients enrolled in this study )

In progress
To review or edit patient data, click on the row correspending to the appropriate patient.

Screening # Enrolment # Age Gender Height

36 i6 S0 i78.
35 15 18 250,
33 17 67 158
32 14 178
31 13 67 164
30 iz 56 176,
27 1 § 159 160,
26 10 159,
23 9 43 187
24 g 42 165
22 36 165
22 33 i150.
21 123.
ig 7e 1435.

EEEEEE G EEEEEEE

* Finalized patients

Critical Care Connections Inc. All rights Reserved.

iy Start {= REDOXS Study ICU V... Fa
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atient Status Page

/Z} REDOXS Study Patient Yiew - Microsoft Internet Explorer

File Edit View Favorites Tools  Help

OBack > B IiLI IELI ..“J 7/ ) Search v: Favarites (;-“ =1 E E 1 @ “}‘i

Address IiEj https:{fceru. hpovl. queensu. cafREDCRS) patientMain . doFid="54 j a Go | Links **
T -

Patient Status Page Site nameiKGH

Screening #:24 Enralment #:58 Age:ds Sex:F Height:165.0

Screening/Baseline forms
Screening (1 of 27 Screaning (2 of 27 Pre-Randormization &

Fandormization - Patient Baseline - APACHE 1T Warksheeot

Study Supplerment Timelines Baseline Mutrition @

= Daily data

Daily daka| Study Supplement Compliance| Daily Mukrition Data) Masopressor| Concomitant Medicakions

03/ Apr 2007 d I Add d >
D4fApr 2007 { add { Add
0S/Apr/ 2007
06/ Apr 2007
07/ Apr/ 2007
02/ Apr 2007
09/ Apr 2007

~ = Microbiology

Accession # Date
121212 0S/Apr/ 2007
Add Microbiology




Baseline

¢ The REDOXST Study

REducing Deaths due to OXidative Stress

Seresning =20 Patient Baseline

eight E kgs

S O Male
O Famalz

Ethnic Gr:up| |

Hypotension

Respiratory Failure 20 issicn Ege:zii;f O Surgical: Elective O Surgical:

Primary ICU diagnosis (Choose only one)
Primary ICU diagnosis is
MONE
Conmrb|d|hes (Choose all that apply)
Comorbidities is:

Cliehs: inue offorgan tailluge
andieWadmission

« * Gastrointestinal

+ -
. Cancer/immune
+ F peychalogical

F
. Miscellzneous

Etiology of shock :‘

Hospital Admission/Emergency | || ||
Presentation Date

MuSt be Completed ICU Admission Date | || ||

=]

| e e |

Mechanical Ventilation Start Date | || || | (24 h me )

Clear Form

Copyright & Critical Care Connections Inc. All rights Reserved.

Logical sequence
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APACHE I1

May use existing APACHE
score 1f available

Lowest and highest values

Score automatically
generated

Apache IT Worksheet Site namesKGH

Help

[ioes this patient have an APACHE II score available {from first 24 hrs admission to ICU)? O vEs @ no

hart Information

nter the
calculate

flge

‘emperature (°C)

Dxygenation

Serum HCOZ

otal Apache II Score

Metric

3) [in 1000s)

24 hours from admission to ICU, The worksheet wil

Low

F
5
Ed

Savarity

]

ut

[ ]
[ ]
[ ]
[ ]
]

"
]

0 OO0
00000000 000 00 00
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Study Supplement Timelines

Duration of supplements: .
43. The REDOXS® Study

REducing Deaths due to OXidative Stress

 Minimum 5 days (120 hrs)

. EU14|; i:jt e Study Supplement Timelines Egiﬁinastan
e Maximum 28 days

Enteral

Date enteral study supplements started: 10 + Dec » 2008 ~ |':|:Jir:f5| 18:00

Date enteral study supplements stopped: 11 + Dec » 2008 ~ I.T:'fsl 03:45

S| Parenteral

Date parenteral study supplements started: 10 » Dec + 2008 = II,:”;TEI 18:00

Date parenteral study supplements stopped: 11 » Dec + 2008 «

Start and stop dates
and times

Comments:

Copyright © Critical Care Connections Inc. All rights Reserved.
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Baseline Nutrition

A Critical Care Nutrition Survey Nutrition (summary data) - Microsoft Inter
File Edit View Favories Tools Help l

OBack 2 R J ﬂ ,|‘ /-"Search ‘:;"‘TE’Favurites 6-‘ g AT ﬁ ‘3
Address |’éj htps: ceru hpcvl. queensu.ca/REDOXS, lnadDailybutSumm, doid=53 j ﬂGa ‘Unks Ll

Dletltl an tO COlle Ct : Go ngeGu &2 B+ | §9 pockmarksw Bh2blocked | % check » 8 Aumlick + - AutcFl & Send tow () Settings~

F|
: ¢ The REDOXSC Stud
e Prescribed kcal and \ {uleRmane s
protein (baseline)

B Baseline Nutrition
Prescrbed enerqy intakes|

* Type of nutrition

support

Prescribed protein intake:l—
Enteral nutriton
Enteral nutriton intiated prior ta ICU admission & 0 ves O na O Never recaived in 16U
 Start and stop date and
L]
times

continued in ICL:
Date & time enteral nutrition started: | jl jl j [;;n;fsjl

Date and time enteral nutrition stopped in ICU: | jl jl j (;;n;fsjl

Parenteral nutrition
Parenteral nutrition initiated prior ta 1CU admissian: © ves © wo © Never received in TU

Date & time parenteral nutrition started: | jl jl j [;mfs)l

Date and time parenteral nutrition stopped in ICL: I jl jl j [Time I

24 hrs)
Reset Form

 Refer to Dietitian
Manual

are Connedtions Inc Al rights Reserved,

[
rrrr‘& |Q Internet
BArvitical Parn 2 Mieraeeft oF <l BRI TSIR 102 am
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@j Dare
#Start| @ 05 > |2l Inbox - Mieroso. . | 22 Windows Ex... v




Daily Data

) ~ J ﬂ ,| ‘ /-‘; Search u\“ Favarites 4] ﬁ @ “:‘i

tps: Afceruhpoyl. gueensu, ca/REDOXS_RCT floadDailydata.do?id=2959

jﬂGD

Study Day 1 1s from
ICU admission to end of
your 24 hr flowsheet.

Study Day 2 and
subsequent days are
according to your 24 hr
flowsheet.

Dietitian to help by
collecting the location of
feeding tube

The REDOXS® Study

o
< REducing Deaths due to OXidative Stress

Daily Data

Day # |Date HR highest | TempC | U/0 24hrs | RR highest | PF ratio warst | Dialysis
1 28/Aug/2008 25 38,4 »=500 mls 17.0 MO
2 29/A0g/2008 88 28,4 =500 mls 19,0 91,0 MO
3 30/Aug/Z008 92 28,2 =500 mls 24,0 247.0 MO
4 31/A0g/2008 T8 28,5 *=500 mls 280 £6.0 MO
5 01/Sep/2008 56 37.5 =500 mls 24,0 186.0 MO
£ 02/Sep/2008 83 37.5 =500 mlz 25,0 170.0 MO
7 03/Sep/2008 92 7.8 =500 mls 23,0 193.0 MO
g 04/Sep/2008 91 37.5 =500 mls 29,0 MO
9 05/Sep/2008 93 6.6 =500 mls 280 MO
Day #:1 DATE: 28/Aug/2008

. systolic:|?4 [ wia
' diastolic:|5U I wya

Ui 24hr5:|)= 500 mls vl [ e

Mechanically Ventilated: @ ves  wo
PF ratio worst:l ¥ hia see table

Wee Low:[5.5 s

BS am:lr [ nem

Urea highest:l? ™ wea

Bili highest:[20.0 | [ wia

Tatal valurne of gastrich r NfA

residuals discarded:

[

BP lowest

HR highest:IBS [ wea
Temp C:|38.4 [ wea

Dialysis today:  ves @ wo
R highest:lﬁ ™ wea
WBC High:[144 s

Platelets Iowest:lm [ wya
Cr highest:lm I wea
Albumin highest:m [ wea

5 s

Location of feeding tube:IGastric presumed

Diarrhea
=750ml ar =5/day: Cves no

Total gastric residual
volumes:

LB @

| @Microsoftp... [[E1REDOXS S.., [« =102/

Q@ [Jirbox-Mi.. | STraining | S 2008
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Daily Nutrition

Dietitian to collect the data
and give to SC

Close to real time to ensure
that patient 1s being fed
adequately.

Use checklist (online)

Imp Manual: p 37

(, The REDOXST Study
. REducing Deathy due to OXidative Stress

Screening #:19

Endrien s Daily Nutrition

Day #: 1 DATE: 10/Mar/2007

Enteral Nutrition

Cid patient receive Enteral nutrition taday? ®ves
Ono

Total energy intake I:I
Total protein intaks I:I

Formula (may up b
(hald "Ctrl" for multiple selecti

EN interrupted du
(either high gastric residual v

EN interrupted due to high urea or fluid concerns? (yves O wo
Parenteral Nutrition

Did patient receive Parenteral Nutrition today?  ®)YES
Ono
Total enargy intake I:I
Total protein intake I:]

PN interrupted due ta high ures or fluid concerns? Oves Owo

Copyright & Critical Care Connections Inc. All rights Reserved,



Study Supplement Compliance

B>]

VOlumeS must be - Go 4?@ B~ | W BDDk;'na;ks: Bh 2 biocked | ' Check = 8 Aufolink » =] sutcFill |« Send tor
monitored DAILY {f B

reening #119 Study Supplement Compliance

Dally Monltorlng nrolment #:6 (daily data) Site narme! KGEH
L O g {Day # |Date Enteral volume receied Parenteral volume received

1 10/Mar/2007 400.0 500.0
Day #:1 DATE: 10/Mar/2007

If volumes # prescribed,

Enteral Study Supplements
Yolume Received (mls)I4DD 0
report tO CERU Thls is a Protocol deviation enter reasonl

Farenteral Study Supplements

Yolume Received (mls) 500 0

protocol violation

This is a Protocol deviation enter reasonl

RouteIP Peripheral le.,. signs of phlebitis; ves O no €

Save | Clear Form New Day

protocol deviation

Critical Care Connections Inc All rights Reserved,

= Collection in real
“ \ time essential !

Y T
OlF * 123 Microsoft OF... | 2 4 Windows Imp Manual: p 34 =




Volume of study supplement
actually received is less than the
prescribed volume in 24hrs

Enteral < 80% prescribed
Parenteral <90% prescribed

Complete Violation Form
within 24 hours of
discovery
&
Fax to CERU
Attention: Project Leader
(613) 548-2428

Volume of study supplement
actually received is less than the
prescribed volume in 24hrs

Enteral 2 80% < 100% prescribed
Parenteral 2 90% <100%
prescribed

Provide explanation on the
worksheet/web based data
entry (Study Supplement
Compliance)

Imp Manual: Protocol Violation




2 REDOXS Study ICU View - Microsoft Internet Explorer

File Edit Wiew Favorites Tools Help

OBack ~ (J |ﬂ ﬂ NIp. ) Searth ‘:;_';f:"Favorites -6-‘
]

Address | &] hitps://ceru hpovl. quesnsu,ca/REDOXS _RCT ficuMain,do?id=1 v aGD Links *

.cg The REDOXS® Study

REducing Deaths due to OXidative Stress

Site
_ Welcome, Rupinder Dhaliwal name:kingston

General
Edit

@& Corvert v [ Select

A

Screen New Patient Protocol Wiclation Forrn  SE Forrn - Initial  SAE Formn - Follow-up

* Screened patients

Enrolled patients (¥You have 60 patients enrolled in this study )

In progress
To review or edit patient data, dick an the row corresponding to the appropriate patient,

Screening # Enrolment # Status Age Gender Height
145.0

165,
152,
182,
177
170,
170,
165,
193,
165,
175
185,
162,
192,
173,
175,
152,
14z

163 in progress
162 in progress
161 in progress
1a0 in progress
159 in progress
158 in progress
157 in progress
156 in progress
155 locked

154 locked

153 in progress
152 in progress
151 in progress
1350 in progress
149 in progress
119 in progress
109 lacked

104 lacked

MTMzZE=EZ==Z=EZ=2ME2=z== 1N
CROODOMOOOODOoOODOOO

* Finalized patients

S @ Trusted sites

— 5 " o . ) -
:J start Fe - L) r- Deleted Items -... r- Training ppts_... r-ﬁ Microsoft Power...




Fax to CERU
within 24 hrs

Protocol
Violation
Form

Not needed on :
*day of admit
e day of d/c

: Site
& ® The REDOXS Study

REducing Deaths due to OXidative Stress

Protocol Violation Form

Study Coordinator Reporting: Site Investigator

Patient Enrollment #

Date and time violation occurred:

dd mmm - Yyyy

24 hr clock

Date and time violation discovered:

dd mmm Y¥YY

24 hr clock

Type of violation: D Enteral supplement < 80% |:| Parenteral supplement < 90%

(check one or both)

Is the local Site Investigator aware of the violation? |:|
Yes or No
If Mo, explain why?

Reasons for Vielation (check all that apply)

I:l No IV access
|:| Elevated urea
|:| Fluid concerns

I:' High gastric residuals

|:| Mo Gl access

I:‘ Bowel Perforation or obstruction

I:l Held for procedures or for OR

|:| Other (provide explanation)

Action Taken by Study Coordinator:

Enteral Feeding Protocol reviewed D Yes or No

{attached)
D Yes or No

Small Bowel feeding recommended D Yes or No

D Yes or No

Motility agents recommended

Rate of supplements doubled

Comments:




Daily Monitoring Log

<

This data must be collected daily in real time.

& TacREDONS® srady
EF ucing Deate d a4 Ol abie Jpee

Pt Name:

Daily Monitoring Log

ID#:

Enrolment#:

Please initial data entry at bottom of page.

Study Day

Day 1

Day 2

Day 3

Day 4

Day 5

Day 6

DD/MMM/YYYY

Pro

Pro

ENTERAL

Study Supplement Volume (mL)

tocol Viclation = 0-383 mL

{fax violation to form to CERU within 24 hrs)

tocol Deviation = 384-473 mL

(reason for deviation)

PARENTERAL

Study Supplement Volume (mL)

Protocol Viclation = 0-215 mL
{fax violation to form to CERU within 24 hrs)

Protocol Deviation = 216-239 mL
or = 240 mL
(reason for deviation)

Route: (C)entral or (P)eripheral

If Peripheral, Phiebitis/extravasations

Y /N

Y /N

Y/N

Y /N

Y/N

Y I N

Is there an SAE today that is

CCR I Aand 1 IKIEYODEATEMS

XF PRI

LT |

RF TR

wRF PR

L N ]

RE TR




Vasopressors/Inotropes

- Iﬂ \ELl ) | _'search ¢ Favorites .52‘

tps: Afceruhpoyl queensu, ca/REDOS et/ aS, do?id=53

Highest hourly dose received

~] B3 Ga LI

LIGD L& B - | €% pookmarksw &2 blocked | % check «

% Autalinle - AUtoFill |«e Send o

‘ {C* The REDOXS®© Study

Screaening #:19
Enrolment #:6

REducing Deaths due to OXidative Stress

Vasopressors/Inotropes

Site name:kKGH

¥ vasopressor

Day # Date Dopamine

MNarepinephrine

Epinephrine

Craw #:1

DATE: 10/Mar/2007

Did patient receive any pressorsdinotropes today?

Dopamine:l [rncgdkalmind
Epinephrine:l I v|
Phenylephrine:l I "l

Record highest hourly dose

Norepinephrine:l I vl

* vES O NO

Du:ul:uutarnine:l (recgfkalfmind
'-.-'asopressin:l (unitsfrninute)

Save | Clear Form

Mew Day

Critical Care Connections Inc All rights Resarved.

O] ® ] 3 Microsaft Of... ~| 3 CRFs [ critical care ... |2] 2 Mig

el el el el e
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Concomitant Medications

A Critical Care Nutrition Survey Concomitant Medications - Microsoft Inte

=[5 x]

File Edit view Favorites Tools Help

]
I

OBack ML > B ﬂ ﬂ ,|‘ /-': Search ‘1;""_1';4:"Fav0rites @‘ = |5 ﬂ j‘i

Address Iﬁ'] https: /fceru.hpevl. queensu. ca/REDOXS hewCOMC, do?id=53

=] Bco |Links *|@; -

Google (Cl» vIGD b & B ~ | % eockmarksy &2 blacked | % check » o sutlink v | suioFill [« Send o

() sattings

{C‘ The REDOXS®© Study

REducing Deaths due to OXidative Stress

Screening #:19 . .
— Enralmant #:6 Site narne:KGH

Concomitant Medications

= Concomitant Medications

’7Day # Date | Hydrocortisone Activated Protein C Insulin units/day

Day #:1 DATE: 10/Mar/2007

Did patient receive any of these concomitant riedications today? Cves © o
Hydrocortisone © ves © o
Activated Protein C € ves © no

Motilit t NOME

otility agents e

{hold "t for | MOUm

multiple selections) Erythromycml
Metoclopramide

Insulin units/day (TOTAL)I

Save | Clear Form Mew Day

L]

What about
decadron or
solumedrol or
Solu-cortef?

I

€] l_ l_ l_ l_ |E_ | Intermet

d‘_'Startl (@ O] [ > [ 9Inbox - Mic... | =2 contacts ”@Critical Ca... ®changes to ...| ®ver 3.0 IMM. . | ’
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ICU Infection Adjudication

ONLY 1if suspicion of infection as determined

by either of the following:
New antibiotics OR

positive cultures after 72 hrs ICU admission

Must collaborate with the Site Investigator

Will not show up on patients status page if no
antibiotics or positive cultures after 72 hrs




Microbiology

A Critical Care Nutrition Survey Microbiology - Microsoft Internet Explorer

File Edit View Favorites Took Help

Collect all positive cultures

OBack M7 J ﬂ ,|‘ / | Search | Favorites {F‘

TtE AT ﬁﬁ

Address |’Ej it 1/ ceru, hipovl.queensu.ca/REDOXS hewhicro,do?id=53

| B ‘Links |

within the period 7 days
prior to ICU admission.

[f culture date> 72 hrs ICU
admission, 2 questions will
be asked to help determine
suspicion of ICU acquired

Gor ngeGu b B ~ | €% Bookmarksw B2 blocked | % check v 8 sumlirk + - autcF | e Send tov Qs

( The REDOXST Study
REducing Deaths due to OXidative Stress
[ [k

Sample
Record all positive cultures within 7 days prior to ICU admission

Acoession Numnber
Date Culture Sentl jl jl j(;mfsll
Sample Type -

Microblolﬂgy Site name:KGH

Halp

0rganisms

Organism Susceptibilities

‘ ﬂ AcyClavir - 3:Amantadine
Adenovius ki 5: Aol
Agrogenes Ainosalicylic acid Sensitive >

Aeruginosa L L "

. Amaicillin/davulinic Intermediate =
Agalactiae (Group B Strep) i j—l
Abicans Amphqtgncm B Resistant =

Arnpicillin

Anginnsus | | Ampicilinfsulbactam < DELETE

Guantitative Results: I A therapyp\efj

+

Add Organism

Is this culture a manifestation of a previously diagnosed infection? C Yes & Mo

Is this culture from a routine surveillance? Cves O Ho

Save Micrabiology | Reset Farm I

. . €]
infection.

Lf_‘Startl @ 0/ * [2]Inbox - Microso... | 2 CRFs

E
RS
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Suspicion of ICU Infection

 [s this culture a manifestation of a previously
diagnosed infection?

e [s this a routine surveillance swab?

NEED TO ASK SITE INVESTIGATOR

* If NO to both flag for adjudication
(to be done after ICU outcomes).




—

7= A |g, https: ffceru, hpoyl.queensu,cafREDCES_RCT/loadMicro, doFid=71 V| % | || X |

\--

le Edit Wiew Favaorites  Toaols  Help

atr [g, REDOXS Study Microbinlogy

l_l cocopy & cut [l Paste fjHome - [

{i

The REDOXS® Stud

REducing Deaths due to OXidative Stress

Screening #:3 H =
Enrolment #:4 M |CI’0bIﬂ|ﬂgY
Help
=
Arcession # Date
GMN-07-12265 28/Jun/2007
GN-07-13370 28/Junf/2007
07-195-0571 07/ul/2007
07-196-0941 15/Jul/2007
07-1659-0541 15/ul/2007
07-196-0941 15/Jul/2007
07-1959-2556 i8/ul/z2007
07-199-2708 18/ul/2007
07-1959-2708 i8/ul/z2007
07-199-2708 18/ul/2007

Sample

Record ALL positive cultures from 7 days prior to ICU admission until ICU discharge

Accession Nurnber|tl?-l'36-tl'5|4-l |

Date Culture taken | 15 V| Jul  w | 2007 » ||,2T;r:'35:|

Sample Tvpe| Endotracheal Aspirate V|

Organisms

+

* pzsudomonas sp. / Aeruginosa . Results: Sensitive: Ceftazidime, Ciprofloxacin, Meropenem:.

Pipercillin, Tebramycin

Add COrganism

Is this culture @ manifestation of a previcusly diagnosed infection? O‘r’es @ND

Is this a routine surveillance swab? DYEE @Nn

Imp Manual: p 42
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Antibiotics

ieck v 4 Autalink v (5| Autafil [« Send tor

: '« The REDOXSQ Study
starts 7 days prlOr to ICU <<‘ REducing Deaths due to OXidative Steess
admission and may extend

= Antibiotics

beyond ICU discharge. o

Acyclovir

ONLY THOSE STARTED
BEFORE DAY 30

If abx started > 72 hr ICU
admission, 2 questions
will be asked to help
determine suspicion of
ICU acquired infection. 03 2Miroshof. -

Copyright & Critical Care Connedions Inc All rights Reserved,

T e
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Suspicion of ICU Infection

Is this antibiotic prescribed for prophylaxis?

Is this a substitute for an antibiotic ordered for a
previous infection?

NEED TO ASK SITE INVESTIGATOR

 [f NO to ALL flag for adjudication
(to be done after ICU outcomes).




—

|'-\~— A |g, https: ficeru, hpovl.queensu,cafREDOXS_RCT/loadantibiotic, dotid=123 V| % | || X |

le Edit Wiew Favaorites  Toaols  Help

'-Juﬁ? [g. REC:%S Skudy Antibiatic

l_l cocopy & cut [l Paste fjHome - [

{. The REDOXS® Study

REducing Deaths due to OXidative Stress

Screening #:13 =z H
Enrclment #:11 AntlbIOtlcs
Help
=

Antibiotic Date first dose received Date last dose received
Fipercillin/ Tazobactem 12/Aug/2007 18/Aug/Z2007
Ciprofloxacin 18/&ug/2007 24/ Aug/2007
Cloxacillin 20/Augf 2007 22/Aug/z2007
Vancomycin 20/Aug/ 2007 20/ Aug/2007

Antibiotic

Record all antibiotics started 7 days prior to ICU admission and those during ICU stay.

Antibiutic:l Vancomycin M

DDSEl]_.I:I || g V|

Route ® v O posnG

Frequenc
Date antibiotics DrdErEd| 20w | Aug | 2007 » ||:2T;mhf5:l D Mo Time available
Date first dose rEu:EiVEd|2D Vl}’-‘kug VlEDD‘? v|(2—2mh?5j|

Date last dose received|2l} Vlhug VlEDI}? V|r2-2mhf5:l 12:35

I= thiz antibiotic prescribed for prophylaxis? O ves & no

Is this antibiotic @ substitute for an antibiotic previously ordered for an infection? (O ves & g

suspected line =sepsis? - lines changed that day LIJ

Comments:
and cordis dfc and replaces

Imp Manual p 45
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Infection Adjudication

All input warnings must be resolved

idy Patient View - Windows Internet Explorer
https://ceru.hpovl, queensu, cafREDOXS patientMain. do?id=64
e  Fawvorites  Tools  Help

EDORS Study Patient Yiew

i v v Page - (CF Tools -

1=/ Apry 200
19/Apr/2007
20/ Apr/ 2007
21/Apr/2007

Microbiology

Accession ¥
123

234

1145

1459

Add Microbiology

Antibiotics

Antibiotic Date first received
Bacitracin 15/Apr/2007
Cefazolin 15/Apr/2007
Erythromycin 14/Apr/2007
Ampicillin 16/Apr/2007

Add Antibictic

Outcomes and Follow Up
1CYU Qutcome informaticn
ADJUDICATICN Form
Hospital CGutceme information
3 month follow up information
5 month follow up information

Click here to enter SF36 (5 monthl
Inwvestigator's Cenfirmation form

Date

i0/Apr/ 2007
14/Apr/ 2007
12/Apr/ 2007
15/Aprf 2007

26/Feb/2007

Edit SF35 Page 1
SF 26 - 2 Month survey Edit SFE8 Page =

Edit SF35 Page 2

=)
=
-

Date last received

20/Apr/2007
16/Apr/2007
18/Apr/2007
22/Apr/2007
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Automatic listing of relevant clinical data (microbiology.
antibiotics, daily data) that will enable the Site Investigator to
adjudicate newly acquired ICU infections.

/) REDOXS Study - Microsoft Internet Explorer

File  Edit ‘Wiew Favorites Tools  Help

OBack > R ,‘,: _.\| P ) Search ‘u\.— Favorites 61‘ =B Ei @ fi

Address I@j https:ffceru. hpovl. queensu. caf/REDOYS loadAdjudication. do?id=295 j a Go | Links **

.@ -
{C‘ The REDOXS® Study -

REducing Deaths due to OXidative Stress

Infection Adjudication
Patient: 4
Admission Diagnosis: Valvular heart surgeryifCABG
ICU admission date:08/May/2007 16:39

Newly Acquired

Microbiclogy Antibiotic Infection
Worst
Date Temp PF WEC Pressors | Wented | Sample Organism Anbbiotic Dose |Unit Frequency | Route
ratio
o] )
High=11.2
May | 38.5  77.0 YES YES
s Low=6,3
og b=
May | 38,5 77.0 Hl'j';;éiéz YES YES
2007 '
09 o
May | 38.7 | 147.0 |HIIN=16.30 g YES Ceftazidime| 1.0 a q12 hrs I
Low=25,9
2007
10 o
May | 383.2 | izo.g [HIIR=17.5 0 0o YES ceftazidirme 1.0 a gqiz hrs v
Low=14.0
2007
11 o
May | 32.0 | 105.0 HL'gh=_1188'22 (T TES
2007 o '
1z o
May | 32.6  104.0 HL::.gur=_1166'44 MO YES
2007 '
' This iz a
newly acquired
infection
© This is MOT
1z High=19.7 ) a newly
2I'vl13aDl,l? 7.2 | 122.0 Low=13.9 [Je] “YES Other Z0a Pylori acquirad
infection
' This iz a

praviously
adjudicated
infectian

i ‘ ‘ ‘ T =e lmpManual



Determination of ICU Infection

Was this culture or the prescription of this
antibiotic for a NEW ICU acquired infection?
(after 72 hours of admission from ICU
admission)?

Choose the appropg NO, because it is NO, because it is

related to an NOT an infection

infection previously
Possible** Probable*
NO *NO

diagnosed and
*Categories of Infection: Appendix 8.2

adjudicated.
**PDefinition of No: Appendix 8.3
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IIlpllt Warnings (must address before ICU Outcomes)

{= REDOXS Study Patient View - Windows Internet Explorer

@ y v ’https:,l',l'ceru.hpcvl.queensu.ca,l'REDOXS,l'patientMain.do?id=91
File  Edit  ‘Wiew

W o

Favorites  Tools  Help

’ REDOXS Study Patient Yiew

g ~ ;P Page v (Cf Tools -

(0 The REDOXS® Study

REducing Deaths due to OXidative Stress
e —

- e
Patient Status Page

Site name:TEST

= Input Warnings

# ICU admit Date must be within 24 hours prior of randomization Date View/Edit
# ICU admit Date must be within 3 days after or 1 day before Date of onset of hypoperfusion failure
View/Edit Accept

Stop date for EN study supplement is not consistent with compliance data for day #17

Screening #:46 Enrclment #:27

Screening/Baseline forms

Screening (1 of 21

Height:145.0

Screening (2 of 21 Pre-Randomization &
Randomization ¥ Patient Baseline ‘& APACHE I1 Workshest
Study Supplement Timelines ¥  Baseline Nutrition Q

Daily data
Day Date Daily Study Supplement

# data Compliance
1 04/May/2007 Add

Daily Mutrition Concomitant
Data LESIEES Medications
Add dd Add Add

Microbiology

Accession #

Add Microbiology

Antibiotics

Antibiotic Date first received

Date last received
Add Antibiotic
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( i l ] Outc O I l l e S are Nutrition Survey ICU Outcomes - Microsoft Internet Explore o] x]

By Favorites  Tools  Help ‘ "

v J ﬂ .;‘|‘/ 'Search ENEN ﬁ ‘3

ttns: //ceru hpevl, queensu £a/REDOXS /Inadlcudutcome. do?id=7 j a G ‘ Links

Favurltes 5‘

.@'

M Go i) B~ | % Bockmarks+ B2 blocked ‘ " Check % Autolink » =/ AutoFil s Send tor () Settings~

{( The REDOXSC Study .

REducing Deaths due to OXidative Stress

?;rreo\er?:ft: 169 ICU Qutcomes Site narne:kGH

ICU Outcomes
Did patient die in 1CU? & veg o

Provide date of actual death | jl jl j (;R:S)I

[5 the date and time of final ventilation e r
discontinuation the same as death date and time? =~ "T° MO

Reset Form

This page MUST be
completed before you can
proceed to the next web

pages

nnactions Inc All rights Resarved,

[]
|_|_|_|_E]_‘% Internet
O 7 18l inbox - Microso. . | 2 CRFs II@Critical Care ... [¥]3MiorosoftOf... <[ 2:27pM
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Locking of data

dy ICL Qubcomes

Site name:TEST
KGH

OR

after ICU
infection
adjudication

Copyright © Critical Care Connections Inc. All rights Reserved.

Can ask CERU to unlock the data to make changes
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Hospital Outcomes

i Critical Care Nutrition Survey Hospital Outcomes - Microsoft Internet Exp =] x]
File Edit Wiew Favorites Tools Help | "

OBack Ml <> ﬂ |§| II| | /- ! Search ;\a Favarites 62 ‘ R = ﬁ “:‘i
Address I@j https://ceruhpovl. queensu.ca/REDOXS loadHospOutcame. da?id =5 j B co ‘Liﬁks » & -
Go.ngC|Cv ;IGD {50 B v | ¥% Bockmarks~ B4 blacked | 5% check v o Autolink - AutEll (e Send tow () Settings~

B
< « The REDOXS® Study

REducing Deaths due to OXidative Stress

S Hospital Outcomes

Hospital Qutcomes
Did patient die? " vgs * o

Provide date of actual hospital dischargeIDE dIFeb ﬂ EUD?A (2-|1mh.ras)|12:34

Iz patient still on dialysis upon discharge from Hospital: #ves o

Save I Reset Form

Connections Inc, All rights Re

=

€] ]_]_|_|_|—;2|—|G Internet
d_-Startl G o[ > 2] 2 Microsoft Of .. "”@ Critical Care ... || Microsoft Excel | W] 2 Micros
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3 and 6 month follow up

SF-36 at 3 and 6 months

Imp Manual: p 57, 59




LONG TERM FOLLOW-UP: SF36

» Multi-purpose, short-form health survey
»> 36 questions

» A generic measure

Health and well-being scores
Physical and mental health summary
Health utility index

(www.sf36.0rg)




REDOXS® & the SF36

Administered by the Research Coordinator

Conducted at 3 month and 6 month (from ICU
admission)

+ 2 weeks from target date

Schedule reminders for yourself




Points of Contact

1. Time of consent

2. Time of pre-interview

3. Time of interview




Time of Consent

Contact information
e Patient
o Substitute decision maker

 Alternate family member




Time of Pre-interview

» The period of time between ICU discharge
and hospital discharge

» Contact patient
 Orient patient to the study
 Discuss purpose of SF36
* Suggest contact times




Time of Interview

» Telephone or in-person (if still in the
hospital)

> 4 attempts to contact at different intervals
throughout and at different times of day
(over 2 week period)




With whom?

> Patient

OR

» Substitute respondent

* someone who knows the patient’s condition the
best




Contact 1s made with patient (substitute)

» Introduce yourself and why you are calling

» Remind them consent was signed

» Ask 1f it is an appropriate time:

* Yes — outline the purpose of the SF36 & proceed
with SF36 script

« No — suggest alternate time; attempt to re-connect




If you cannot conduct the interview

» Identify reason:
Patient died

Patient refused/withdrew

Patient lost to follow-up




Administering the questionnaire

» Outline the purpose of the SF36

» Follow the script

» Read each question and available response
options




Clarification of questions

» Re-read the question verbatim

» Do not interpret for them

» Encourage them to use their own
interpretation




Clarification of response options

» Direct them to select the category that most
closely represents what they are thinking or
feeling.




Survey completion

Thank the participant

Negotiate next interview (if applicable)

Paper copy MUST be used to record responses

Paper copy MUST be kept for source verification




Entering 3/6 month data into the eCRF

(. The REDOXS®© Study

REducing Deaths due to OXidative Stress

3 Month Follow up

Were you able to conduct the follow-up interview?

[ Patient & Farr

s patient still on dia

Click here to enter SF26 (2 month)

Copyright @ Critical Care Connections Inc All rights Reserved.
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Entering 3/6 month data into the eCRF

feel and he

aw than
f AGE




Entering 3/6 month data into the eCRF

» Implementation Manual pages 57-60

» If patient dies in ICU/hospital forms are
disabled

» Must enter discharge dates in order to enter
SF36 responses onto the eCRF.




General Rules for Data Collection

CERU to assign passwords, site #

Dates DD/MMM/YYYY, 00:00

Click on + to expand menu or taxonomy
Site Status Page: shows all patients
Patient Status Page : colour coding

Input warnings : help with query process

Imp Manual: p 6




Investigator’s Confirmation

Only appears once the ICU and Hospital outcomes have been completed and all
Input warnings have been resolved (Patient Status Page).

Do you want to
Z} REDOXS Study - Microsoft Internet Explorer

File Edit Wew Favortes Tools  Help ﬁnalize patient ?
OBack L = B J ﬂ |/ ‘, [ Favorites {F‘| = E ﬁ

Address I@ htkps: [ fceru, hpoyl. que cafREDC S loadInvestigator, dorid=60 ’ 7e

s...only if sure

e The REDOXS® Study
: REducing Deaths due to OXidative Stress that no more
Ei:tfg:?::ﬂ:en:t%jtz:DSJ"ﬁpr.-"2CID? Investigator's Confirmation Changes

The electronic data collection was cunducted under my

Falto CERU Ak kgejias'souiree

The data and statements, including ICU acquired infection
adjudication are complete and accurate to the best of my o
knowledge

Full Mame of Investigator

VI

—rrr ImpManual:p 6l




Resources online

www.criticalcarenutrition.com>REDQOXS Study>Resources

{{0 Critical Care Nutrition

" : - A Address I@ itk e, criticalcarenubeition, comfindex, phpPoptior=com_conkentitask=viewdid=5280temid=a1

The REDOXSE Circular pravides invaluable updates an enrollmer

= . ._ o e REDDHS Study data entry, regulatory and pharmacy issues, reminders a
Il W | 2008 Frequertly Asked Questions. The REDOXS® Bulletin provides i

: N Gl *H M \ I Tools and Training Kit depth coverage of current issues of interest,
I -- -

S Publications .

[rgggrormovmer | cooref] [pubications [ —

_ The resources below have been provided for the sites actively I
I participating in the REDOXSE Study. The information will be useful
e Study Procedures Manual — | e

2. Admi @geof Study Supplemens - EU versiog
2. Implementation Manual

REDOXSE Circular

Research Coordinators, Dietitians,

Iszue #1: June 2007
Izzue #2 ¢ July 2007
Izsue #3: Septermber 2007
Izzue #4 1 MNovernber 2007
Izsue #5: Decernber 2007
Iszue #6 1 January 2008
Izzue #7 ¢ February 20082
Iszue #5: March 2008

Upcoming
Conferences

Standard Dper ting
* Part1 pdf .
I Related Links ® Part2 pdf Procedure (50

® Part3
I Contact Us

4. Protocol Violations Pharmaconutrition [zzue #9 ¢ April 2008 *new
5. Serious Adverse Events Issue #1000 June 2008 *ney®
5. Pharmacy Manual pdf

7. Pharmacy Manual - EU version pdf

8. Pharmacy Worksheets pdf REDOX5®@ Bulletin

9. Pharmacy Worksheats - EU version pdf

. Dietitian Manual

# Study Days
. Research Coordinator Worksheets . Delegation of Ll:ll;
® Daily Monitoring log pdf ]
* Cheacklists pdf . Tlg'_ar Tubes
® Serigus Adverse Events
® FResearch Coordinators - Updates *rey®

ritical Care Connections Inc. All rights R

B e R b
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The REDOXS® Circular

Questio

dune 3087 Issee A1

‘Wa gra vary plaased to bring to
the merssletter for the REDOXS® Multicentre mial the
Fizad an for an update of how the study & progrezsing

Staggered Start Dates
ey 1 2007

Kizgsion Goseral starked scoeaning

Jusn 47 A Ot General, Cttmwa Crac, Saore-L)

5t Jomnph s Hamilon, Riopal Welona,
Mexandra Edmonios and Charig

Widazd Jene: 2007

The REDOXS® Circular

July 2007 Issue £ 2

Evaluation Research Unit

We have had a productive month and we are now
actively enrolling at 9 sites across Canada. Thanks to our busy research coordinatg
we have managed to enrol 26 patients within the last 12 weeks!
Enrolment Update

# patients enralled Site

# patients to go

Juse: Sep 20V Ramaning stws esperted o start

Enrolment Update

# pationis marobed Site

10 Kingston General

St Joseph's Hamitton

1092

Ottawa General

Ottawa Civic

Pariod
Way 19« June 7= 200 4 Kirgsion Gane:

dune dth -June Tth 2007 O Civig)

Jene dh.June 1 1th 2007 1 Chtrwa Goser

Werried about poor enrcliment? Too ma
studies?

Enrolment & Kingsion Gereral started on May 1% and oiher sles
Imachoedin ehudbes gch & PROTECT [2 patents in Kingaien weral
SLHGAR [eo-enmiment rot allowed), fo dale a total of 6 pelients hg
iusdrating el reruitmen fo REDORS® i feasinle evan wilh comg)
Ehudes

Concerned about Antioxidants?

F0mna of Wil may be Fware of T mada ahantion Tl fooesd on
e oLkt ik 1o poent ol treal 1hes sepan was basad on Slutkes T
palients and hance he rezuls cannol be exiapdaied to ICU pats
Based on exlenchve work in crifizaly i1 paSients, including cur own
WOy, Pheass be preparsd i adoress 1his shou iyl ke gussions
[

REDOXS®

Maisonneuve-Rosemont

1
7
3
4 Sacre Coour
2
1

Royal Alexandra

28 TOTAL

Are you checking for these daily?

Volumes of study supplements received

The volumes of the enteral and parenteral study supplements actually received must be checked
daily using the checklist provided or your own worksheets. If the volumes received are less than
80-90% of the prescribed volumes, you must complete a prolocol violation form and send it to
CERU within 24 hrs of becoming aware of the violation. Refer to the Protocol Violation section of
your Study Procedures Manual for more details. The profocol violation form can be downloaded
from the REDOXS website after you log in.

Serious Adverse Events

Check for adverse events that are sefious and unexpected on a daily basis using the checklists
provided or your own worksheets. “Unexpected” means events that are NOT expected due o the
progression of the underiying disease. Refer to the SAE section of your Study Procedures Manus

Worried about high doses of selenium?

Some of you may have read about a recent randomized controlled trial (Stranges et al Annals Inte}
Medicine Aug 2007) that concluded that long-term use of selenium supplements increased the ris}
diabetes. Please nofe thal the population in this study were outpatients seen in a dermatology cli
not acute critically ill patients with organ failures. Please be prepared to address this should you b
questioned about this by a family member at the time of obtaining consent.
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'3. The REDOXS" Study

REducing Deaths due to OXida!

After a busy summer, we are happy to bring you the next issue of
the REDOXS# Circular. Read along for an update on enrolment, important nofices and
frequently asked questions!

Enrolment Update

# patients enrolled Site
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Sacre Coeur, Montreal

Maisonneuve-Rosemont, Montreal

2 Royal Victoria, Montreal

2 Royal Alexandra, Edmonton

55+ 80 (from pilot) = TOTAL 135

How to Maximize delivery of enteral study supplements?
Discuss these new approaches with your research team

NPO for prolonged periods: To reduce the interruptions to the enteral study supplements, fry fo
limit the NPO period to 2 hours for non-operafive procedures, and & hours for operative procedures.
If you know that the patient is going to be NPO, consider doubling the study supplements in ad-
vance. Make sure that the infusion is retumed to the regular rate after the “doubling up® to avoid
infusing volumes higher than those prescribed.

High gastric residual volumes: High gastric residual volumes are common in crifically ill patients
and the use of mofility agents is recommended as a strategy fo minimize these. The combination of
erythromycin plus maxeran in particular, is considered to be safe and effective in such patients.
Please discuss the option of prescribing this combination with your site invesfigator.

Small Bowel Feeding: Feeding REDOXS® patients via the small bowel may be beneficial in im-
proving the delivery of not only the enteral study supplements, but also enteral nutriion. We are
working with Cook Medical to supply interested REDOXS® sites with a few seli-advancing nasal
jejunal feeding tubes (Tiger Tubes™). The use of these tubes is completely voluntary and they are
1o be considered a “tool” fo optimize the delivery of enteral study supplements/enteral nutrition_ If
you are interested, please contact Rupinder Dhaliwal fo arrange inservices by Cook Medical. Look
out for our REDOXS® Bulletin Small Bowel Feeding, coming soon.
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Did you know?
The next start date for new
sites is October 2007. We
anticipate that another 10
sites will be ready within the
next month 1

www_criticalcarenutrition com
click on THE REDOXS® Study

New Resources on
our website
Coming soon
y Procedure
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