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RT training tool for the LEADS Trial and navigation of Extubation Advisor



RRT LEADS Training:
Approved for 1.0 CSRT CPD credit

Please provide your name and e-mail
to the chat section of this meeting (or

e-mail elee@toh.ca) to receive a

certification of attendance for this
training session.

The LEADS Trial also requires a list of

RT Trainees at each site.

Thank you.

Certificate of Attendance

<insert RT’s name>

Has sy il 45 of Continuing Respi y Care Education
according to the standards set forth by the CSRT.

Date: <mmm dd, 2024>
Attendance: <virtualvs in-person>
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LEADS Trial - RT Training Learning Objectives

n

Understand the study’s purpose, study flow, and RT responsibilities
Understand other RT responsibilities for the LEADS Trial

Including: completing study case report forms, reviewing the EA report with the physician and obtaining the physician’s
completed questionnaire

Understand the purpose of Extubation Advisor (EA) and how to use it;

Including: connecting laptop/ablet (with EA) to the patient monitor, entering patient data, generating and
understanding the components of the EA report, printing off the report (for multidisciplinary review)

Know where to obtain the EA PIN ID (unique login code for each RT)
How to access support during the study
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About Extubation Advisor

- Extubation Advisor (EA) is a clinical decision support tool that evaluates risk of
extubation failure

- EAis installed on a laptop or tablet, which attaches directly to the patient’s

monitor during a spontaneous breathing trial (SBT) to capture real-time patient
performance and clinical presentation

+  Extubation Advisor is designed to provide:
A comprehensive evaluation of extubation risk
RSBI / WAVE SCORE / RT's IMPRESSION / PATIENT RISK FACTORS
A standardized extubation readiness assessment L e |

Individualized risk mitigation strategies

Extubation Advisor (EA) is the first clinical decision support tool to provide prediction of
extubation outcomes by real-time bedside analysis of patient performance during
spontaneous breathing trials (SBT) currently unavailable with standard-of-care monitoring.

EA utilizes best current practices, respiratory rate variability, and the knowledge/expertise
of bedside Respiratory Therapists to generate a conclusive report of extubation readiness,
as well as provide risk-mitigation strategies, to optimize extubation outcomes.



The LEADS Trial — A Pilot Study

Liberation from mechanical ventilation using EA Decision Support — The LEADS Trial

+ Extubation assessment and decision making is a complex and high-stakes clinical
decision, yet it is performed variably with inadequate prediction of
how the patient will do.

+ The LEADS Trial is a randomized control trial designed to evaluate feasibility,
usefulness, and resource utilization between:
a) standard of care evaluation, and

b) implementation of the Extubation Advisor clinical support tool

LE(DS Trial
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The LEADS Trial — A Pilot Study

+ Patients:

Critically ill adults, invasively ventilated for >48 hours, ready to undergo an SBT with
a view to extubation.

+ Enrollment of 100 patients across 10+centres, randomized 1:1 (intervention : control)
+ Primary Objective:

Evaluate feasibility - study will be considered feasible if 1-2 patients are enrolled per
centre per month (pilot phase)




STUDY FLOW

RT (@) Tasks

LECODS Trial

Screen ’ Consent ‘ Randomize [ |

¥
Hybrid Model
- Patient
-SDM
- Deferred
- Phone
= —— Show ED Report to !
Inclusion Criteria Attending/Fellow MD T
Age 18 years or older L o MOV e et e
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The LEADS Trial - Randomization

The Research Coordinator will randomize each study patient into one of two study groups:

Control Group:
+ Patients in the control arm will receive standard care for evaluating extubation
readiness (without EA)

@KQ .+ Patients in the intervention group will receive standard of care for evaluating
VAN extubation readiness with use of EA. A SBT summary will be generated by EA to help
guide (not direct) extubation decision making.
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Show ED Report to
Attending/Fellow MD

Therapeutic Extubation Advisor
| MONONING  Parapeutc memsen sy esres Toovasogy
S P

Ask Attending/Fellow
MD to rate usefulneis MD QUESTIONNAIRE
== | Rate the usefulness of the EA report on & Likert Scalet

TS O TP I T
Sk Py | Shhihy | Ml | Mekersich Very
Vartel | Coetil | Uetal | [

|

RT Tasks

RT involvement for the LEADS Trial



The LEADS Trial - RT Role

RTs play an essential role in the LEADS trial to implement EA at the bedside and to
provide user feedback on tool feasibility.

RTs will be involved in the following trial components:
+ Control group: perform standard of care SBT (without EA)
B ): Bedside setup, patient input into the EA roster, completion of EA
forms/checkllsts run SBT through EA, review the EA report with the MD priorto extubation
decision-making (MD to complete Usefulness Questionnaire)

+ Both groups: complete Form 6 - Daily Data Form, +/- Form 8 — Protocol Violations

+/- Form 11 — Extubation Advisor Related Adverse Events, +/- Form 9 Adverse Event/Serious Adverse Event Form
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The LEADS Trial — RT Workflow: Intervention Group

RT attaches Extubation Advisor to the patient monitor (bedside or portable)
with continuous capnography

RT enters basic information into EA interface including SBT parameters and
extubation checklist

SBT initiated in usual manner, as per institutional practice

SBT completed

EA report generated (one EA report / SBT completed)
Multidisciplinary team reviews EA report, makes extubation decision
MD to complete Usefulness Questionnaire, RT to complete Form 6

Repeat steps above until patient is successfully extubated

Extubation” (or until fransfer/discharge

11



The LEADS Trial - RT Workflow: Control group

RT initiates SBT in usual manner, as per institutional practice
SBT completed

Multidisciplinary team makes extubation decision, RT to complete
Form 6

Repeat steps above until patient is successfully extubated

Successiul Extubation™ (or until transfer/discharge

Jeath)
eath

12



The LEADS Trial — Case Report

Forms (For RTs)

* Study forms for
RTs to be kept in
study folders at
the bedside *




The LEADS Trial — Case Report Forms (For RTs)

Form 6: Intervention (EA) Daily Data Form [RI) Study 10: |__|_|_I1_I_I_I s Form 6: STANDARD OF CARE Daily Data Form (RT) Study 10: |_| _|
1. Was an 8T G es rocsmi o g
Part 1: SPONTANEOUS BREATHING TRIAL CONDUCT SHT Complated| aid ) 1 a0 SBT. 2 . el
T e d w1 L br (V7 il Part 1: SPONTANEOUS BREATHING TRIAL CONDUCT SBT Compleledby. 7 maws)
houid be Yes (¢ patient envoled into Extubabon Adwsor s D1as_00 No fFom, 64 Extubation Aubvisor ised on fila petients OYesfoms, ey OHo
. What was the SBT outcome 339 minutes regardiess 1 the fol | o Ll
SETduration? SBT may be less than 30 minutes, in the evento of 3 O Faike 3. What time was the SBT initiated Sﬂl itiation Time: L
" lure. tatre "M’ ndicate the SBT technique and settings used PCOTDRD (of vers o CAAP PEEP)
2% 2otk i s gty G | totare by number trom e i s S e g s O . AP o e =il
SRS TEEI co  mrrsmmrn| PR .
e 5. Indicate the FiO; the SBT TN

6. indicate the average TV during the SBT? PR
rlmwwhwmmﬂmmw [

il wammnpcmmanamm et eisted 1o SBT 8 What was the SBT outcome at 30 mins regardiess of ol | 0 Success
conduet? e e oy SBT duration? SBT may be <30 MInE I e ovent o1 2 fallure, | D FARKE recttikes bt
iy o s il Eor SBT faiure criuria seo TABLE 1 (on back or on roference Lkl bl gl )

s ""'mmm..l,;?'"" i » Lo 3. Indicate SBT duration (start to end) in minurtes. Should be

o e o Cascktte by n SEY s e <120 minutes. (Tnitial and subsequent SBTs: 30 - 120 minutes
12 EACIha. Paiant SXpecis a2 A0VETES SWANK riatert (0 ued)of DYes (Form 11 and noldy the: 10, What was the SBT outcome at the time indicated in Q97 | O Success.

7 For o ot PC, D Faihure: eerssmoa 1_1_L_L_|

Capnpagy o ¢ v of b sesness chackisl Dl Foesar TACEE Y fon ik O A S
EENEC 1. Didthe ©SBT| o ves Foms e
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?‘fﬂ};’?mwnuwumcummm T2 D e patert xperiance 30 dvercs event lied o Use n\rarsorm 1 and oy e
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:m‘:tw-me pol assessed |_:1_{/_l:_ = e =
R e s s sy o e L TS s siccesstl were L B 500 axtsmton | O YesL_LI1_L|Genabc
20 s Extubaton AGvzarvead succersia? OVes  ONoFome, 05,00 v TaBLE sesy | cretanl et 1_4_11_11_1
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21, Was an Extubation Advisor Report generated? e QNoiFams, a7) DA (sBT
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ek T Ll pms. iaie hteror o he Faiure sk ||
MO decided to extubate or not and T Yogh sk (- 15% fisk af g exvbation) :
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Form 6 — Daily Data Form Form 6 — Daily Data Form
(Intervention Group) (Control Group — Standard of Care)

After SBT completion, RT to complete the SBT outcome column in Form 6 — Daily Data
Form, for both study arms. Form 6 to be completed once daily while the patient undergoes
SBTs.



The LEADS Trial - MD Usefulness Questionnaire

Intervention group:
+ After each SBT performed with EA,
review the generated report with

the MD (Attending or Fellow) prior
to extubation decision making

+ Reviewing MD to complete
Usefulness Questionnaire =

Site:

Patient ID:
Datermet | T T T T T T T T T [T T T
| SBT: [ MMM YYYY HE MIN

Experience "
" Rendent Fellow Staff
Years of Upto$ 6%10 Hwots 16 o7 more
e (specit)

Gender: Female hdale Prefer eot 1o 12y

1. Did you see one or more Extubation Advisor (EA) reports for this patient?
N

YO

2. If yes, please rate the usefulness of the EA report on a Likert Scale:

1 2 3 4 s 6
Not Possibly Shghtty Mildhy Moderately Very
Usetil Useful Usetol Useful Usetul Usefl

3. Did you decide to exrubate?
Yes O Ne

16 yes, why?

1fno, why?

MD Usefulness Questionnaire

RT to
complete

MD to
complete
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The LEADS Trial — Case Report Forms (For RTs)

cel Wiolation Form L1

. vy Form 9: Adverse Event/Serious Adverse Event Form
|

Compiete i 2 protocel
Only comglate e sectons Mat agoky.

= tervenion [EXNOION AOVEOT)

nple by conducted
DatniTiene of protocol viotsbon: |_L_FL L L FLLL L LLF LJ

12) Did the patent have one or more expected adverse events related to SBT conduct?

O Yes, probably
Advisor) arm O Yes, defindely
BT ever b) Date/Time of ST conduct-related
expected adverse event onset T
oot BT ¢ memowy 240
= D wrote crcier 10 eruDae WRCA SET

5 Dwect to rachecatomy

€) Please indicat
= Other (please speciy)

SBT sontuch occured sl povice ther ks (e ALL et i
O Respiatory Therapist (Initials: )
[ Registered Nurse (intals' __)
[ Prysician gritais:_)

2. 387 ini

= Self.axtuason during S5T

2 MD weole 10 extubation without compleing SET
= SET Inbesrupied for procedure of Investigaion

[0 Other, please specify_ (initials: )
= Other (pleass soecily)
) Please specity ALL that apply)
S1angarg of CaTe M only
O Dysythmia

1863 00 O Candiac ischemia/myocardial infarction
= RT unaware of pabiecd asei

assigment
= Error of paent assionment made by research feam
= Other (piease specify)

10 intermattent, of exacerbated by an SBT
Inteevention (Extubation Advisor) stm only
4. EA software not initisted properly for assigned SOT (select ol tha asgiy)
= RT not aware patient o in mlcrvontion arm
= RT 100 buay

= AT ummliing to perform assessment
= Other (piease spectyy

Form 8 — Protocol Violation Form Form 9 — AE / SAE

In the event of a protocol violation, RT to complete Form 8 - Protocol Violation Form.
In the event of an adverse event, or serious adverse event, RT to complete Form 9.

Note: RT to notify Research Coordinator if Form 8 or 9 requires completion.
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The LEADS Trial — Case Report Forms (For RTs)

Form 11: Extubation Advisor-Related Adverse Events Study 10: |_1_J_J|_1L_1 |

Complele only if an adverse event (probably or defnitely) occurred refeled 1o the use of Extubalion

1) Did the pabiont have 0119 0 MG SvErse evenls related to use of Extubation Advisor?

O Yes, probably . i

Bl tervention Arm:
) Dula'Tine of EA-relaled adverse svantonsel:|_J_] LU il — . .

o + Form 11 to be filed by RTs in the event of an adverse

b) Pl it o of e bt who dolarinid ht s v sverd e o e f device event (related to EA use) occurs

Extubabon Advisor) ocourred and provide thos indials (chock ALL that apply) s o

O Respiratory 1herapst (Inits: ) 4 - 5

h————— [ Control Arm:

O Physician (Initals. ) oy iy

D10, piee sy, Gamakc___) + Form 11 to be filed by RTs in the event a control patient is
9 e o o (ehock ALL sl sppty) inadvertently placed on EA and an adverse device event

el caprogmety monicx (related to EA use) occurs

£ Related to tabict PG
©Rolalod tn capnography ubing

 Reluled fo use of extubation rwediness checklst
7 Other, plaasa specy.

©} Isthe adverse event senous (seo st below)? O Yes o No

Form 11 — Extubation Advisor-Related
Adverse Event Form

An EA-related adverse event may be:

- Related to capnography monitor

- Related to capnography tubing

- Related to tablet / laptop use

- Related to use of extubation readiness checklist

- Other

A serious adverse device event may include:

- Death

- Life-threatening event

- Prolonged ICU stay/hospitalization

- Persistent or significant disability/ incapacity

- Need for medical or surgical intervention

Note: RT to inform Research Coordinator in the event Form 11 needs to be filled out.
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EXTUBATION ADVISOR

EA Navigation

UV L/
Therapeutic Monitoring Systems Licens

PIN
[ 11]]]

@ OBS Medical

Data for Life

.
(01)5060457930201(10)1.4,274 08S Medical Ltd c €1039 g(w) d ? ice Park Tetbury Rasd, omm o D:ﬂ




7-Step Guide

M \
m

Extubation Advisor uses a 7-step guide to capture and record patient data during
spontaneous breathing trials for precise point-of-care evaluation of extubation readiness.

Step-by-step navigation is built within the software for simplicity.
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Connect

A) Compatible patient monitor (with capnography
module) and running in-line capnography cable

B) Laptop / tablet with Extubation Advisor software

C) Attach laptop / tablet to the monitor via serial, USB or MIB-

System Setup

STEP 1: CONNECT
(ref: EA Monitor Connections document for greater detail)

Connect the capnography module to the patient monitor and place capnography cable in-
line (if not currently running; required for duration of SBT). Connect the laptop / tablet
containing the EA software to the monitor via serial , USB or MIB-RS232 port.

20



EA Bedside Set-up

v EA software on a study tablet
or laptop (standalone or
attached to a rolling stand)

v Phillips / GE / Medtronic
compatible patient monitor
(bedside or portable)

v Inline EtCO, cable

v Additional EtCO, cables,
cable to connect laptop/tablet
to patient monitor

v EA 7-Step Guide, LEADS
Study Checklist

— i WV,

=" tablet cables in bag

Spare EtCO2 cables & |-

Refer to: EA Monitor Connections document for detailed bedside set-up

21



7.1 EXTUBATION ADVISOR

Data for Life

I
(0115060457930201(10)1.4.2.74 OBS Medical Ltd c 6“39 B(Mb d o i et o omm 14274 ‘DE

STEP 2: LOGIN

If installation of EA is centralized, ensure laptop/tablet is connected to the secure
hospital network. Wifi is not required on local installations while running EA unless
the laptop/tablet is connected to a shared network printer.

Locate the orange “EA” icon on the desktop.

On the initial startup page, Respiratory Therapists will be asked to input a unique 6-digit
PIN code to login. Individual PINs can be found in the RT Resource Binder, on the EA index
cards, or with the Clinical Research Coordinator.

The user manual can also be accessed on this page through the information icon located on
the bottom right corner. (arrow)
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EXTUBATION ADVISOR

PATIENT INFO A

Name: Test Patient
MRN: 54321

1989-06-0

S 1(34)

Sex: Male

Relevant Comorbidities: Respiratory lliness

ADMISSION INFO

Hosp. Admission: 2023-09-03

ICU Admission: 2023-09-03

Reason for
Admission:

INTUBATION INFO

INTUBATED - EXTUBATED = VENT DAYS = #SBT = STATUS

Shock - Septic v

23-09-04 5:00 AM - 10 0 Ongoing

SBT SNAPSHOT

DATE START - END OUTCOME 5

WAVE

Iz REPORT

ADMIT NEW PATIENT TO ROSTER

= O

B oo THERAPIST, Respiratory @ Logout & Test Console

PATIENT ROSTER SELECTION

Search (By Patient MRN or Name): Show discharged patients s

SBT
MRN NAME | BED | ST LASTADMISSION = PAT.STATUS BT STATUS =3 Continue SBT

12344 Test Patient 5 0/0 21-09-08 - Intubated SBT > Analysis % St

Ul e
54321 Test Patient 2 0/0 23-09-03 - Intubated SBT > Analysis
&~ Discharge
& Edit
&* Readmit

Fields marked with * are required

* First Name: * Sex: Male () Female

* Last name: * Date Of Birth: vy vm-ad iz
* Patient MRN: eg. 12345

* Initial Unit/Bed: &+ Admit & Clear
Back on Roster Continue S8T

Once the PIN is entered, users will be directed to the homepage.

At the top right panel, you will see an active list of patients currently enrolled in the Patient
Roster Selection, as well as how many SBTs have been performed for each patient. When
you select a patient, the left-side dashboard will populate with the patient’s medical
history, admission information, intubation status and the SBTs performed (SBT Snapshot).
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PATIENT ROSTER SELECTION

Search (By Patient MRN or Name):

Show discharged patients c

SBT

MRN NAME BED | ~ount LASTADMISSION | PAT.STATUS = SBT STATUS = Continue SBT

12344 Test Patient 5 0/0 21-09-08 - Intubated SBT > Analysis
54321 Test Patient 2 0/0 23-09-03 - Intubated SBT > Analysis

{& Extubate
&~ Discharge
: F = & Edit

Select Patient OR Admit New Patient

&* Readmit

ADMIT NEW PATIENT TO ROSTER

Fields marked with * are required

* First Name: * Sex: Male female

* Last name: * Date Of Birth: vy vm-ad iz
* Patient MRN: eg. 12345

* Initial Unit/Bed: & Clear
BackloERfustef Continue SBT

STEP 3: SELECT PATIENT OR ADMIT NEW PATIENT

If a patient is already enrolled in the roster, select the patient’s name under the Patient
Roster Selection and Continue SBT.

To admit a new patient to the roster list, use the Admit New Patient to Roster form located
at the bottom of the homepage to register the patient, then click on the Admit button. The
patient’s name will then populate to the roster. Select Perform SBT (in place of “Continue
SBT”) on the right-side panel to continue.
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9 Continue SBT

% Extubate
&~ Discharge
& Edit

ot Readmit

On the right-side of the homepage, 5 options exist:

* Perform SBT (new patient or new SBT) or Continue SBT (existing patient, SBT in
progress) — select this option to proceed with a SBT or continue where you left off in the
SBT

* Extubate — select this option in the event that: 1) the patient is ready for a planned
extubation, 2) the patient self-extubated, 3) the patient underwent a tracheostomy or 4)
the patient is deceased to update the patient status in the roster.

* Discharge — select this option when the patient is discharged from ICU to remove the
patient from the active roster. The patient will be moved to the discharged patients list.

* Edit - select this option to update patient-specific information (name, MRN, DOB, sex)

* Readmit — select this option in the event a patient is readmitted to ICU and is to
continue on the study. Of note this would be extremely rare. The patient would have
had to be extubated and off any ventilatory support, discharged from ICU, readmitted
and intubated within 48 hours to continue on the study
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PATIENT ROSTER SELECTION

Search (By Patient MRN or Name): Show discharged patients 3

SBT
MRN NAME  BED | '\ LASTADMISSION  PAT.STATUS = SBT STATUS =3 Perform SBT
12344 Test Patient 5 0/0 21-09-08 - Intubated SBT > Analysis e Edubete
54321 Test Patient 2 0/0 23*09—03 - Intubated SBT > Analysis
67090 | Testpatints 070 Awaiting Completion Admitted | &7 Dediage
& Edit

&+ Readmit

Note: If this is the patient was just admitted into EA via the “Admit new patient to roster
form”, select Perform SBT (in place of “Continue SBT”) to complete a brief Admission Form
to capture the patient’s intubation duration and clinical information on relevant
comorbidities. These forms will only show up once on initial enrollment. Once complete,
the information will populate on the left-side dashboard and users will be able to continue
with the SBT.
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EXTUBATION ADVISOR

- O
PATIENT INFO Pl THERAPIST, Respiratory @ Logout & Test Console
Name: Test Patient Extubation Readiness . SBT
MRN: 54321 Complete the form below with details regarding the patients admission. SBTs may be run before completing this information, however it must be A
completed to generate a final report ool
1989-06-0
DOB: 164 Sex: Male CURRENT INTUBATION INFORMATION
>
Relevant Comorbidities: Respiratory lliness Date/Time of current Intubation: 2023-09-04 5:00 AM
ADMISSION INFO Current Unit/Bed: ;
Hosp. Admission:12023-09-03 ADMISSION DATE AND REASON
. {ld] Date of Hospital Admission: 2023-09-03 fi#l  Today
Reason forfg, o ceptic L
Admissinn: Date of ICU Admission: 2023-09-03 Today
INTUBATION INFO .
Reason for ICU Admission: » shock
INTUBATED - EXTUBATED | VENT DAYS | #SBT | STATUS
23-09-04 500 AM - 10 0 Ongoing ® Septic
SBT SNAPSHOT Cardiogenic
DATE START-END  OUTCOME g § & REPORT Other
Respiratory Failure v
Back to Roster Save & Proceed

Admission Form: a 1-time entry for each enrolled patient in the Intervention group. This

form can be completed before, during, or post initial SBT, but must be complete in order to
generate a SBT summary report.



oo

THERAPIST, Respiratory @ ogout & Test Console
Extubation Readiness SBT
Complete the form below with details regarding the patients admission. SBTs may be run before completing this information, however it must be completed to generate a final report g,
BATIO OR ATIO
| This form cannot be changed until the patient is re-intubated a Unlock
Date/Time of current Intubation: 09/09/2023 00:0C
Current Unit/Bed: »
ADMISSION DATE AND REASON
| This form cannot be changed until the patient is re-admitted ﬁ Unlock
Date of Hospital Admission: 09/03/2023 Today
Date of ICU Admission: 09/09/2023 Today
Reason for ICU Admission: v <
e
v
=
Back to Roster Save & Proceed

Note: Information entered in this admission form can be changed. Simply return to the
Admission tab and select “unlock”

Note: The information from the Admission form populates into the EA generated reports. If
any changes are made to this form, previous reports linked to this intubation will not be
updated to reflect changes made (only in reports following the changes).
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| m Extubation Readiness SBT

Progress
Bar

Back to Roster

Use the Progress Bar to navigate through each section of the recorded trial.

If the patient is not ready for a SBT, an incorrect patient was selected, or you wish to return
to the main patient list, click the Back to Roster button (available on every page).
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Complete Extubation Readiness Checklist ) e

Extubation Readiness SBT

Complete the form below with details regarding the ongoing SBT. The SBT itself may be run before completing this information, however it mustbe | 4
completed to generate a final report.

RESPIRATORY

Airway: Coughs: Secretions:
Cuff Leak Present Spontaneous None or minimal
No Cuff Leak Present  Only Upon Request Requiring suctioning every 3h or
Test Not Done Only With Suctioning ~ ™M°'® bl
RknEwA Requiring suctioning every 2h
Requiring suctioning every 1h
Unknown
Cough Strength: 0, Sat > 90% or
baseline target:
Strong Yes
Average No
AR B { = SRR b
=
Back to Roster Save & Proceed

STEP 4: COMPLETE EXTUBATION READINESS CHECKLIST
The Extubation Readiness checklist can be done before, during, or after running a SBT. This
checklist must be completed to generate a final report.
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STEP 5: SBT

Q 5% THERAPIST, Respiratory @ Logout & Test Console
T
1
SBT
Please enter the ventilator settings prior to the SBT
PS (cmH;0): - A
'* mEm ssnzo-c)s) * Patient not on =
Pressure Support
PEEP o= Ventilation
A (cmH,0): \
Connecting Prior to SBT (0 - 40)
Philips IntelliVue
Series FiO, (%): + -
Prior to SBT (21 - 100)
Most Please Select
abnormal
RASS:
Proceed to SBT
w
=
Back to Roster Save & Proceed

Once a patient is ready for a SBT and is fully connected to the EA/monitoring system,

proceed with the SBT input.

Document the ventilator settings prior to SBT for PS (cmH20), PEEP (cmH20) and the
patient’s RASS. If the patient is not on pressure support ventilation prior to the SBT, choose
Patient not on Pressure Support Ventilation option. Select Save & Proceed to continue.
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THERAPIST, Respiratory @ Logout & Test Console

B oo

PATIENT ROSTER SELECTION

Search (By Patient MRN or Name): Show discharged patients 3

MRN NAME BED sar LAST ADMISSION  PAT, STATUS ~ SBT STATUS

COUNT =» Continue SBT

12344 Test Patient 5 0/0 21-09-08 - Intubated SBT > Analysis
e Betasna gi8 ormee ke S ks 8 bxume
54321 TestPatient2  0/0 - Intubated BT > Analysis

67890 Test Patient 8 0/0 Awaiting Completion Admitted

Note: If coming from the homepage, select the patient’s name from the active roster
selection and click Continue / Perform SBT from the options provided.
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Connected to monitor

Extubation Advisor is now connected to your monitor. Please verify that readings below are displayed
on the monitor screen and press Next.

Readings for connection indication only and are not for clinical use

¢

Connected
Philips IntelliVue Series

HR coz
8 34
RR SPO2

22

95

EA will identify which vital signs are being recorded before the SBT timer initiates.

At this time, ensure the patient monitor is connected using the supplied cables and

confirm EA is receiving the vital signs data.

If CO2 readings don’t show, you will not be able to proceed to the next step.

Select Next to proceed.

] -
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Connected to monitor
Please lower the PS/PEEP settings on the ventilator and record the new values below. Then press OK to
begin the recording.

Date/Time of SBT:
“ PS (cmH;0) 10
Connected o ~mH-0)
Philips IntelliVue Series PEEP (e 0) 10

PS (cmH,0): | + -
During 8T (0 - 10)

PEEP (cmH,0): +-
During SBT 0 - 10)

FiO2(%): + =

During SBT (21 - 100

START RECORDING

Lower the PS / PEEP settings on the ventilator and document the new values and FiO2 for
the SBT.

You may now Start Recording.



RECORDING - DO NOT CONNECT LAPTOP TO MAINS POWER THERAPIST, Respiratory @ Logout & Test Console

CURRENT SBT [INTUBATION TIME :- 2023-09-04 5:00 AM, SBT TIME :- 2023-09-14 7:30 PM]

(]
Recording Analyzing Complete
Time of SBT: "2 09 14 720 2 —
@ et it
81
PS (cmH0): -
msrmssr:n.s)s) 10 Patient not on
Need more Pressure Support
recording PEEP 8+ — Ventilation
(cmH;0):

Prior to ST (0 - 40)

00:00:21 ., (%): 30

Prior to SBT (21 - 100)

PS (cmH;0): 54—
During SBT (0 - 10)

PEEP

A timer will keep track of how long the SBT is running for. To generate a summary report
through EA, @ minimum recording time of 15mins is required.
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RECORDING - DO NOT CONNECT LAPTOP TO MAINS POWER THERAPIST, Respiratory @ Logout & Test Console
CURRENT SBT [INTUBATION TIME :- 2023-09-04 5:00 AM, SBT TIME :- 2023-09-14 7:30 PM]
[ ]
Recording Analyzing Complete
During SBT (0 - 10) A
PEEP 5+ —
(cmH:0):
During SBT (0- 8)
FiO, (%): 25
During SBT (21 - 100}
Most 1 Restless = B
abnormal
RASS:
End SBT Cancel Recording
A minimum of 15 minutes recording is
required to end the recording v
=
Back to Roster Save & Proceed

Before the 15 minutes, only the Cancel Recording option is available. If the patient is
unable to complete 15mins, cancel the recording.

After the total desired SBT time has been met by the patient (duration determined by the
RT and/or MD, and patient’s tolerance), select End SBT (button to be available after 15min

of recording).
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Missing vital signs

The monitor has not provided all of the required vital signs during the recording. Please complete the form below with
the values for the missing vital signs

WAVE Resylts
Probability of extubation failure  High

Predicted risk of extubation

failure Bl
Vitals Recorded during SBT
* Avg, HR/PR 7225
* Avg. Sp02 + -
* Avg. BP 12073 / 4782
* Avg. MAP 70.40
Avg. RR (CO2) 212

* Mandatory Velue

pE——

Once the analysis is complete for the SBT recording, the WAVE Score and Risk of Failure will
be displayed alongside the recorded vitals data.

Users will need to enter any missing vitals that were not captured during the SBT to
generate a summary report.

Select Save and Proceed to access the SBT Outcome Form
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6 Complete SBT Outcome THERAPIST, Respiratory & Logout & Test Console

SBT Outcome

Complete the form below with details regarding the the outcome of the SBT.
CURRENT SBT [INTUBATION TIME :- 2023-09-04 5:00 AM, SBT TIME :- 2023-09-14 7:30 PM]
End time of SBT: 1 8:01 P! ES

SBT Completed as planned?: = Yes = No

Average RR (Breaths / min): =
2-70)
Average TV (mL): + -
(200 - 3000)
Average RSBI: --

SBT Outcome: | Pass ~  Equivocal ' Fail
(Pass means absence of tachypnea, hypoxemia,
hypercapnea, instability, ischemia, neuro deterioration, or
bradypnea during SBT)

If patient were to be extubated, = Higher than average (i.e. risk > 20%) v

Please complete the following sections in order to generate the SBT report:

SBT Outcome
= B
Back to Roster Generate report

STEP 6: COMPLETE SBT OUTCOME FORM
Input average RR & VT (mL) to calculate RSBI, and provide

subjective opinion of the SBT performance

Once all fields are complete, select Generate Report to access the patient’s SBT summary
report.

Note: SBT Completed as planned? — Did the patient complete the SBT over the desired trial
period, without an unexpected event (ie. patient self-extubates)?

Note: If the SBT Outcome is considered a fail, equivocal OR if the SBT was stopped early,
the user will need to select reason(s) why via a drop-down menu provided.

Should the user have any additional comments for the MD pertaining to the SBT or
extubation readiness, a comments section is provided at the bottom of this form and will
populate into the generated summary report.
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Nama. T3 Panast et Bate. 20244
DOB (Ape} 19843215 {63, MRN: 26295
aysm iU 1

i Uoreton Wnibleds 4
gt il GO 0w e Eoaan ot o Generate Report

rsei & WAVE Score® RT impression *

Low Risk Low Risk

o Eat

Predicted 1isk of extubation failure (Baved on RRY): B AR LB A WA R A TV IR
* Respiratory Therapist's Subjective Assessment:

SBT Qutcome. Pess

RT Parcapion ot Risk of Extubation Faiws

us $BTs:
WAVE Risk

RSBI WAVE Scors R slon

STEP 7: GENERATE REPORT

Preview the report and the patient’s overall performance for the SBT. If all data is correctly
documented, Save the report as required.

If information is incorrect, cancel, and return to the Extubation Readiness checklist or SBT
Outcome page to correct the information and re-generate the report.

Once the report is saved, you will be re-directed to the EA homepage.
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Components of the
Generated Report

The EA Generated Report
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g‘lz’(;‘rlnlgmlgic Extubation AdViSDI’ Name: Test2 Patient Report Date: 2024-03-20
Systems!

. s . DOB (Age): 1984-03-14 (40) MRN: 48285
e OBS Medical Therapeutic Monitoring Systems Licensed Technology Days in ICU: 3 Days on Vent: 2
T Sex: Male Location (Unit/Bed): 4

Use of this Clinical Decision Support Tool

This Extubation Advisor report is derived from an during a t g frial (SBT) to aid the clinical assessment of extubation readiness of
venlilaled patients, recognizing that extubation decision making is complex and should incorporate all relevant information (including but not limited to patient history,
illness and values), some of which may net be included in this report.

Patient Information:
c it y liness [defined as one or more of: known COPD, emphysema, pulmonary fibresis, asthma]
Reason for i y Failure - i

Assessment of Extubation Failure Risk:

RsBI A WAVE Score ™ RT Impression ®
(2] Low Risk Low Risk

* Not Documented

9 RT Comments

Patient Information — This section is extracted from the hospital admission input
Clinical Indices of extubation failure risk recorded during the SBT - a RR variability-
derived predictive model of workload response by the patient (WAVE score), the rapid
shallow breathing index (RSBI), and clinical impression for extubation by Respiratory
Therapists

RT Comments — Any comments concerning SBT performance or extubation risk factors
not highlighted in the EA checklist (free-text)




Etihation Pasdi Checkli
Cuff Leak Present Concerns:
< Strong Cough =] Cough Only Upon Request
7 0, Sat > 90% or baseline target = No Gag Present
o Obays Commands
Able to lift head off pillow for > 5 sec
Firm Hand Grip
+| Negative Fluid Balanca Last 24H
Secrelions requiring suctioning every 3h or more

Means to Mitigate Extubation Failure Risk:
+ Consider non-invasive ventilation post extubation given the history of Respiratory lliness

SBT StarVEnd: 2024-03-20 16:53-16:56 (3 minutes) Vent Settings prior to SBT:
Completed as planned?: No * e * S 14 cmh0 PEEP: 8 cmH,0 Fi0:35%
RASS (most abnormal during SBT): -1 Drowsy Vent Settings during SBT:

.5 . 5 {Ox: 35 %
Average Vitals during SBT from Monitor: P85 omh:0 PEEF: 5 omrL0 FiOz: 35%
BP: 160 / 80 MAP: 106.7 mmHg
HR: 84.2 beats/min
RR (from capnography): 22.2 breaths/min
0:Sat: 946 %

A Rapid Shallow Breathing Index (RSBI):
e Average RR: 20 breaths/min
Average TV: 350 mL
Average RSBI: 57 (<60 - low risk, 50-110 = mverage risk, > 110 = hagh tisk |

4)

5)

6)

7)
8)

Extubation Readiness Checklist - Standard readiness checklist completed by RTs on the
patient’s readiness for endotracheal tube removal

Means to Mitigate Extubation Failure Risk - This section (and associated suggestions)
are only displayed if certain criteria is met that may increase patient risk for extubation
failure (as pulled from the patients documented comorbidities, extubation readiness
checklist options and the SBT recordings analysis). The suggestions provided are
intended to mitigate extubation failure outcomes should the Team decide to proceed
with extubation for an at-risk patient.

SBT Information — Ventilator settings (PS/PEEP/FiO2) set before and during the SBT, as
well as SBT duration

Vitals — average vitals captured during the SBT

RSBI - RR and VT manually input by the RT as based on the recorded ventilator values
during the SBT
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bt Weaning and Variability Evaluation (WAVE) Decision Support:
e (The WAVE score is based on rospiratory rate vanability (RRV) dofived from interbroath intorvals obtainod from capnography wavoforms rocorded during the SBT; RRV is thought to rofloct tho pationt’s
capacity to tolerate an increased respiratory workload. See references below.)
Probability of Extubation Failure (Based on RRV): Low |
Predicted risk of extubation failure (Based on RRV): 575 (popuaton-based categories: low. 5%, average: 16%, high 24%)

. Respiratory Therapist's Subjective Assessment:
SBT Outcome: Pass
RT ion of Risk of ion Failure: 5-20%)

@ Current and Previous SBTs:
Date / Time RSBI Risk WAVE Risk RT Impression Risk

2024-03-20 16:53-16:56 RSBI WAVE Score RT Impression

(3 minutes) [Current]

Low Risk Low Risk

RT Comments: Not Documented

9) WAVE Decision Support - WAVE score value and probability of extubation failure
10) Respiratory Therapist Assessment — subjective assessment by the RT on patient

Type equation here.readiness for extubation (as extracted from the SBT Outcome

checklist)

11) Results of prior SBTs — allows multidisciplinary team to compare current outcome risks
to previous SBT performances to assess whether a patient is moving closer towards

extubation
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The WAVE Score

Based on respiratory rate variability (interval between successive breaths, as
captured through capnography waveforms)

RR variability is a marker of the ability of the cardiopulmonary system to tolerate
/ adapt to an increased workload, in this case, reduced PS/PEEP during a SBT

Greater variability/adaptability to workload = stronger pulmonary status and
better predictive outcomes

Lower the WAVE score = lower probability for extubation failure

|

Unigue to EA, capnography waveforms are recorded and analyzed during the SBT to
provide a Weaning And Variability Evaluation (WAVE) score. The WAVE score evaluates
respiratory rate variability, an indicator of pulmonary function, when a patient is subject to
an increased respiratory workload during a SBT to provide a probabilistic estimate of the
risk of extubation failure.

The WAVE score and associated predictive model was derived from a large multicenter
international study of 800 patients. (DOI: 10.1186/cc13822)
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Scoring Criteria

WAVE Scoring
Low Risk Average Risk High Risk
<16% failure risk 16-24% failure risk >24% failure risk
RSBI Scoring
Low Risk Average Risk High Risk
RSBI < 60 RSBI is between 60 to 110 RSBI > 110
RT Impression Scoring
Lower than Average Risk Average Risk Higher than Average Risk
RT perceived risk of RT perceived risk of RT perceived risk of

extubation failure

less than 5%

extubation failure is between

5 to 20%

extubation failure

greater than 20%
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EXTUBATION ADVISOR = O

PATIENT INFO a Q 3% THERAPIST, Respiratory @ Logout & Test Console
Name: Test Patient PATIENT ROSTER SELECTION
MRN: 54321 Search (By Patient MRN or Name): Show discharged patients | iy
poe: 1989-06-0 | o Tvile MRN NAME  BED :g{m LAST ADMISSION ~ PAT.STATUS  SBT STATUS = Perform S8T
134 ’
o ) 12344 Test Patient 5 0/0 21-09-08 - Intubated SBT > Analysis B ke
Relevant Comorbidities: Respiratory lliness 54321 Tost Pationt 2 171 23-00-03 - Awaiting MD Review| BT > Report Generated
67890 Test Patient 8 0/0 Awaiting Completion Admitted & Discharge
ADMISSION INFO
- & Edit
Hosp. Admission: 2023-09-03
LTS i
ICU Admission: 2023-09-03 - ot Reedant
Reasonfor/o, o e 2l AomiT New paTiENT TO ROSTER
INTUBATION INFO Fields marked with * are required
INTUBATED - EXTUBATED | VENT DAYS | #SBT | STATUS * Fitst Name: * Sex: Viale Farlic
23-09-04 5:00 AM - 10 1 Ongoing
* Last name: * Date Of Birth: ~ yyy-Mm-ad )
SBT SNAPSHOT
s & * Patient MRN: €g. 12345
DATE START-END  OUTCOME B 2 & RepoR
I .
2023-09-14 7:30 PM - 801 PM Pass ee o M * Initial Unit/Bed: &+ Admit & Clear
Back 1o Roster Perform SBT

The generated report is available via the SBT Snapshot on the bottom left panel of the
homepage. To print the report (for MD review), select the Report icon beside the desired
SBT recording.

The three clinical indicators assessed for extubation readiness during the SBTs (RSBI / WAVE
score / RT impression) are also available for quick reference in the SBT Snapshot, based on
a colorimetric grading scale — green indicating low risk, yellow indicating average risk, and
red indicating a high predictive risk for extubation failure.

Once the patient is ready for a successive SBT, select Perform SBT and repeat steps 4-7. If
the patient is ready for extubation, select Extubate.
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Repeat steps above for subsequent SBTs (as per designated study group) until:
Successful extubation with liberation from MV
Transfer / discharge from ICU on mechanical ventilation
Tracheostomy
Deemed Ventilator Dependent (on ventilator at study day 45)
Terminal Extubation
Death
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Patient Extubation

9 Continue SBT

‘ {2 Extubate l

&~ Discharge

= Edit

ot Readmit

Extubation - When the patient is ready for extubation, select the “extubate” button on the
R-side toolbar. This will ensure patient status is current (ex. intubated, extubated, #days off
vent) for app users.
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Extubate patient Test Patient [54321]

Please select the status of the last attempted extubation

Date/Time of last
intubation:

Date/Time of last
recorded SBT:

Airway Status: | Please Select ~ | Select a date ()  Now

Please Select

Planned Extubation

Self Extubated

When “Extubate” is selected, users will complete a brief extubation form (above).
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EXTUBATION ADVISOR

Name: Test Patient

MRN: 54321

. 1989-06-0

DOB: 1 6% Sex: Male

Relevant Comorbidities: Respiratory lliness

ADMISSION INFO

Hosp. Admission: 2023-09-03

ICU Admission: 2023-09-03 j

BB oL ek~ Septic v

INTUBATION INFO

INTUBATED - EXTUBATED VENT DAYS | #SBT = STATUS

23-09-04 5.00 AM - 23-09-14 8:00 PM 10 1 Planned

SBT SNAPSHOT

DATE START - END

OUTCOME

2023-09-14 7:30 PM - 8:01 PM Pass

Q 3

THERAPIST, Respiratory @ Logout

& Test Console

PATIENT ROSTER SELECTION

Search (By Patient MRN or Name):

SBT

MRN NAME BED COUNT

Show discharged patients e

LAST ADMISSION  PAT. STATUS SBT STATUS

12344 Test Patient 5 0/0

67890 Test Patient 8 o/0

21-09-08 - Intubated

SBT > Analysis

Awaiting Completion Admitted

=) Perform SBT
@ Extubate
& Edit

&* Readmit

ADMIT NEW PATIENT TO ROSTER

Fields marked with * are required

* First Name: * Sex: Male () Female

* Last name: * Date Of Birth: ~ ywy-mn-dd
* Patient MRN: eg. 12345

* Initial Unit/Bed: &* Admit & Clear
Back |oEﬂastH Perfo?nSBT

Once extubated, the Patient Status and Intubation Info will update on the dashboard.

To remove the patient off the active roster list, select Discharge.

The Show Discharged Patients box at the top right-corner allows users to review a
complete list of all patients entered in the app (active and discharged).
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Discharge patient Test Patient [54321]

Please select the reason for discharge

Date of ICU
admission:
Date/Time of last
intubation:

Discharge reason: | Please Select ~ | Select a date (& | Now
Please Select

Discharged to Ward

Transferred to another ICU
Deceased
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The LEADS Study — Checklist Summary for RTs

1. Bedside set-up with EA
2. Perform SBT using EA (ref. 7-Step Guide)

Generate SBT Report - Review with MD
prior to extubation decision making

4. Complete Case Report Forms:

v MD: Complete “Usefulness Scale Questionnaire”

v RT: Complete "Form 6: Intervention (EA) Daily Data Form”

v +/~ Form 8: Protocol Violations, Form 11: Extubation Advisor

Related Adverse Events, Form 9: Adverse Event/Serious Adverse
Events

o

Repeat (until patient is successfully extubated, need for
tracheostomy, discharge on MV, or death)

1. Perform SBT without EA
2. Extubation decision

3. RT: Complete “Form 6: Standard-of-care
Daijly Data Form”™

v +/- Form 8: Protocol Violations, Form 11: Extubation Advisor Related
Adverse Events, Form 9: Adverse Event/Serious Adverse Events

4, Repeat (until patient is successfully extubated, need for
tracheostomy, discharge on MV, or death)
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L RS Trial

Extubation Advisor

INTERVENTION GROUP

*Time will depend on the RT's comfort level with using EA.
+ 1st SBT - for patients enrolled - anticipate approximately 30 mins in addition to the
time spent performing the SBT
> During the SBT, the RT can simultaneously perform the following tasks:

.1 Complete EA data entry: admission data and the extubation readiness checklist

+ For subsequent SBTs - approximately 20 mins

CONTROL GROUP - complete the paper CRF - 5 mins
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Troubleshooting
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Monitor Disconnect

Recording terminated due to monitor
disconnection

The recording has terminated due to an unexpected monitor disconnection
Insufficient recording has been collected to continue the analysis and
the recording must therefore be repeated

Start time of 2023-09-14 8:39:37 PM

recording: 00h00m16s of recording captured
Disconnect 2023-09-14 8:39:54 PM
time: 00h00mO3s ago

[

¢

Connected
Philips IntelliVue Series

MONITOR DISCONNECT

The following Error Recording message will appear along with an audible alarm in the
event there is an unexpected disconnect between the EA device and the patient monitor
during a SBT recording.
- If there is a disconnect before the minimum 15-minute recording period, the SBT
will need to restart and only the Discard Recording button is available.
- If the disconnect occurs after 15 minutes, users may proceed to keep the recorded
data captured by selecting Use Recording for Analysis OR discard the results and
restart the trial. Decision to keep the data or restart the trial collection is up to the

user’s discretion, however data used should best represent the patient’s SBT
performance.

To proceed with the SBT, check system connections and verify the patient monitor data is
being recorded again — this can be verified by the plug icon on the SBT recording page
(arrow) and by the live vitals capture screen presented prior to SBT recording.

55



WAVE Score Unavailable

Report Preview

Therapeutic

voritie Extubation Advisor™ DOB: 10730007 (4T)  Dysmicu: S
ot T e e Daysonvents  WRN:SeTes
Sex: Male
Assessment of Extubation Failure Risk:
RSBI: WAVE Score: RT Impression:
Unavailable Low Risk

Means to Mitigate Extubation Failure Risk
« Consider non-invasive ventilation post extubation given the

« Consider high-flow heated humidity nasal cannula O; post Connected to monitor

Extubation Advisor is now connected to your monitor. Please verify that readings below are displayed

Patient Information: on the monitor screen and press Next.
Comorbidities: Respiratory lliness, Severe Respiratory lliness, ) o .
Reason for Admission: Post Surgery - Thoracic Readings for connection indication only and are not for clinical use

Vent Settings prior to SBT:

PS: 12 cmH;0 PEEP: 12 cmH;0 '

Connected
Philips IntelliVue Series

WAVE SCORE UNAVAILABLE

The WAVE Score is extracted from respiratory waveforms via capnography recorded during
the patient’s SBT. If the capnography is not in-line, EA will not proceed to the recording. If
the capnography module is not functioning properly, EA might not be able to complete the
WAVE analysis for that patient and it will be unavailable in the generated report.

To ensure EtCO2 and RR are being recorded, verify values are present for CO2 and RR in the
live vitals capture screen (as highlighted above) before proceeding with the SBT. Also
ensure the capnography module is placed firmly in the patient monitor and the monitoring
device is within close proximity to the patient in the ventilator circuit.
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Non-Compatible Monitor

Verify connection to monitor

Extubation Advisor will now connect to your monitor. Please connect the monitor to this device via the
USB/serial cable.

1. Connect or Reconnect the configured Patient Monitor (Philips IntelliVue Series) to EA using the supplied connectors
2. EA will auto connect to the configured device after a short period of time

3. The EA display will change to show Connected and some outputted vital sign data for connection validation purposes
only

4. You should be able to proceed with the SBT from here if a CO2 signal is detected from the monitor

5. If repeating the above steps does not resolve the connectivity issue, contact IT Dept for assistance

Readings for connection indication only and are not for clinical use

W =

Connecting RR SPO2
Philips IntelliVue Series - =

CO2 NOT DETECTED, check monitor

[ ]

NON-COMPATIBLE MONITOR
The EA software works with the GE (B850, B450, B650), Philips (MP50, MP70, MP90,
MX600-800), or Medtronic Capnostream?20 patient monitoring devices.

If the laptop/tablet is connected to a patient monitor that is not compatible with EA or is
not connected properly to a compatible patient monitor, the Verify Connection to Monitor
error may appear in addition to no vital signs being recorded. In this case, disconnect the
patient monitor and replace with a compatible device. This error may also appear if the
connections are too loose or there is poor cord integrity (fraying, twisted, etc.).
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Device running EA is fully charged, ready to be

disconnected from mains power and used as required.
A Consider sourcing a different device running EA that

Battery low  has a fully charged battery.

Battery Charging lcon & Percentage 100%

Low Battery 0 e ,
Battery Low Warning Message

Battery Critical Warning Message amrfc,ﬂ,“,

Stop using device running EA and connect it to mains
power to fully recharge battery.

Battery too low to start recording.
Please use an alternative device to
perform SBT and place this device on
charge.

LOW BATTERY

To run the EA software, the laptop battery should be as close to fully charged as possible.
To run the software, the battery must be at least 15% - we suggest running SBTs with at
least 30-40% charge (at minimum). Below this amount, the battery is considered critical
and the SBT will not run - as indicated with the following error message (above).

When not in use, the device running EA should be kept charging to ensure it is ready for the
next SBT. If the battery dies during the SBT, recorded data will be lost.

Battery low (yellow icon) = <30%
Batter critical (red icon) = <15%

Note: Use of an alternative device will require recreating the patient record (EA enrollment
is locally saved), which will not sync to other devices. We suggest keeping the device
charged between uses to prevent creating multiple unsynchronous records for a given
patient.
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Connected to Mains Power

Recording cannot be started when
device is charging. Please unplug
the device from mains power

DEVICE PLUGGED IN
Connection to a mains power supply can be seen by the lightening bolt beside the battery
icon.

Some sites may prohibit electronics to be connected to an electrical outlet at the patient’s
bedside (site and policy-dependent). If connection to mains power is prohibited, EA is
configured to prevent users from running SBTs if the laptop/tablet is connected to a mains
power source. This feature is disabled if connection to mains power is acceptable.

Note: If connection to a mains power is prohibited and the device is plugged in during a SBT
recording, all data recorded to that point will be lost.
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Resources
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The LEADS Trial — Resources

RT Resource Binder

Randomization Magnets
(to identify participants)

WhatsApp - RT Support

7-Step Guide
(attached to EA
device)

Monthly Virtual RT

=T, Office Hours and FAQs

Website: www leadstrial.ca

Index Cards
(to attach to
== RT badges)

ClinicalTrials.gov: https:/www.clinicaltrials.gov/study/NCT05506904

Additional resources
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The LEADS Trial — Contacts

PROJECT LEADS

Study Principal Investigator: Dr. Karen Burns — Unity Health (karen.burns@unityhealth.to)
Study Co-Investigator: Dr. Andrew Seely — The Ottawa Hospital (aseely@toh.ca)

For specific study inquiries, please email: leadstrial@ohri.ca

RESEARCH STAFF

Multicenter Research Coordinator: Jill Allan e 3 1

Multicenter RT Support: Emma Lee LE@WQD S Trla
Extubation Advisor

EA SOFTWARE SUPPORT:

Biomedical Engineers: Christophe Herry and Nathan Scales

Additional Support:

Site-specific WhatsApp group Monthly (virtual) study forums
RT LEAD Champions (super-users) FAQs (updated list found on: www leadstrial.ca)
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