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Quiz Video Questions
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Agenda

Pre-Meeting tasks:
- View website training videos
- Complete outcome measures quiz
Review outcome measures competency checklist

60 mins Outcome Assessor Refresher Meeting
5mins  Welcome and introductions
5 mins Quiz video questions

15 mins  Overview of CYCLE RCT physical outcome measures
* Protocol, study schema, timepoints
«  Case report forms + lessons learned from interim analysis

10 mins  Scenarios
20 mins  Quiz review

5 mins Questions + next steps
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CYCLE Study Materials
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* Website — www.icucycle.com
* Training videos
* Case report forms
* Supplementary materials / 1-pagers

* Binders
* Therapist (intervention and outcome measures)
* Research Coordinator
* Regulatory

Overview of CYCLE RCT

CYCLE

* Design: 360 patient, multicenter, international open-
label randomized trial

* Population: Medical-surgical adults within the first 4
days of mechanical ventilation

* Intervention: 30 minutes/ day of in-bed cycling +
routine physiotherapy

* Until ICU discharge, 28 days, or able to march on the spot
for 2 consecutive days, whichever comes first
* Comparison: Routine physiotherapy
* Primary Outcome: Physical Function ICU Test @ 3

days post-ICU discharge by blinded outcomes
assessors
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Key Responsibilities- ICU PT

,‘/l/n

Assist RC when screening patients for study eligibility

Screen patients for exemptions and deliver cycling and/or routine PT
as appropriate

* Determine patient eligibility and complete ICU awakening and
discharge strength and function assessments as appropriate

Complete therapy session and assessment paperwork

Maintain and clean equipment and report any issues to Research
Coordinator
* Communicate with the Research Coordinator on:
o *All safety events o Patient status and location
o * Bike issues (lasting > 5mins) o Deviations in protocol
o Delivery of intervention o Staffing issues
o Assessment progress and
completion

7
A
CYCLE
CYCLE: Critical Care Cycling to
Improve Lower Extremity Strength
Research Question:
In medical-surgical ICU patients, does 30 minutes of in-
bed cycling and routine PT started within the first 4 days
of mechanical ventilation, compared to routine PT
improve patient function at 3 days post-ICU?
McMaster
University B8 % TG %
s svss e CIHR IRSC
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CYCLE RCT Study Schema &2
IcU Randomized/ || Awake IcU 3d Post-ICU Hospital 90 Day Post
Admission || Study Entry Discharge J| Discharge Discharge || Randomization
<4d MV
Clinical Intubated 30 min Cycling |
Couree | * Routne PTor |- [qourtine S
v I
Study Outcome
Assessments ‘ Test #2 ‘ ‘Test #3 ‘ ‘ Test #4 ‘ Test #5
Unblinded Assessor Blinded Assessor
] =miw [] =inHospital [ =outofHospital
(Pre ICU Discharge) (Post ICU Dis (i Hospital Discharge)
11
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Key Responsibilities-
Blinded Outcomes PT CYCLE RCT Outcome Measures

* Liaise with Research Team on patient status to plan for blinded By PTs:
outcomes assessments * Physical Function Test for ICU* (PFIT-s)
* Complete strength and function outcome measurements at 3 « blinded @ 3 days post-ICU discharge

days post ICU discharge and hospital discharge
¢ Muscle strength

* Complete assessment paperwork .
o ) . ¢ 2-minute walk test
* Maintain and clean equipment and report any issues to Research
Coordinator ¢ 30s sit to stand

* Communicate with the Research Coordinator on:
o Assessment progress and completion
o Deviations in protocol
o Staffing issues

*= Primary outcome for full RCT
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Strength and Function Assessment Prioritization

Shoulder Flexion &
Knee Extension
t to Stat
Assistance Required

Manual Muscle 4{ Other Strength Components ]
Testing
30s Sit to Stand

2 Minute Walk Test

Lowest Priority

Highest Priority

Sujuaxemy ndI

Marching on
the Spot
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Case Report Forms

As of Aug 08, 2018
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Physical Function
Test for ICU “PFIT-s”
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Sit to Stand Assistance

* |deal positioning: Patient should have their
arms crossed at the wrist and held against their
chest.

* Patient can push off arms of chair if needed
(you will indicate this on CRF) or use a gait aid

* Provide least amount of assistance required for
patient to safely transfer to standing

19

Marching on the Spot

Patient may use a gait aid if needed

Provide standardized instructions and encouragement

Each time a foot hits the floor this counts as one step

Foot must completely clear the floor for a step to count
towards patient’s total. If patient’s foot does not clear for 6
steps, test is over

If patient stops marching for >2 seconds, test is over

If patient has been marching continuously for 3 minutes, stop
test. Patient will receive highest score

20

30 Second Sit to Stand

21

30 Second Sit to Stand

Patient may use a gait aid if needed and as much
assistance as needed to safely stand

Same positioning as sit to stand if patient able. May
push off arm rests if needed

Must stand up and sit all the way back down for each
repetition to count

If more than halfway up at the end of 30 seconds
count this as a full stand

22

Scoring considerations

4/‘/\

« If patient performs sit to stand assistance but is unable to
perform 30 second sit to stand,
« score 30 second sit to stand = 1

* Levels of assistance:
« Supervision (without physical contact) should not be considered
as assistance.
* However, if physical assistance is provided, please grade as
assistance (ex. contact guard with sit to stand)

23
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2-Minute Walk Test

25

Outcome Measures

27

T niials

3. Patientdied prior 1o reaching fimepaint
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2-Minute Walk Test

50-foot walking course (15.24m)

Provide standardized instructions and encouragement

Patient may use a gait aid, assistance from others,
and/or supplemental 02 if needed

Count the number of laps completed and measure
additional distance using trundle wheel

26

Case Report Forms
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g e e e e
SIT TO STAND: ASSISTANCE REQUIRED® — pemorHinded? e e
Reason #not done (speciy)
1. [ 0people []1person []2people for more) [ Atiempted + unable
2 Location [lees [ crair —» Amrest used? [ Jves [ Mo

. MARCHING ON THE SPOT: CADENCE Ly ascssccrbindes? [ [ves [ Mo
Reason #not done (speciy)

“steps”)

1. Steps. # [ Attempted + unabe, (n checked, insert score:
AN R
mnaeyoummmemmg fo march an the spot Mmi/ﬁewl
1 fomarhcn i pot o 3 g s you an. We e g foreco ooy o )

o O =1L
[mm - sec} (seconds]
any steps you do. The festis designed to record your maximum exercise abilty, so.

D:\:‘(*mwmml ey et v rchen e 2 gy oy e 1
******* | Give standardized encouragement every 10 seconds: “Keep going for as long as you can”, |

[[Youte doing very welf, "Wl done". i applicable ie retest, then: “Last fme you performed |
\the fest you marched for . and did . steps.”

5. 30 SECOND SITTO STAND —s Asssccrtimses? [Jves [ Mo
Reason #not done (specify),

1.5 10 candrepettons compleed || | (¢) [ [ Attempred's unable (i checked,insert score = 0" in it to stand repetitions completed”)

[:]Ovuw\e [T 1pemon []2 peosle formore)

3 Location Clees [Jonar —» amrestusear [Jves [0

6. 2 MINUTE WALK TEST —» Ascescer binded? [ J¥es [ ] Ne

Reason #not done (epecify)

2. Level of assistance required

1. Distance OR D | Attempted + unable (if checked, insert score = “0” in “distance”)
(fmetre= 3281esg Treees]
2 Leve! of assistance required [ Opeople [ person D 2people (or mor)
3 Gat aid used [T 1= Nene, 2= Cane or crdches, 3 =Waler, 4 = Other(secy)] (speciy)
Comments
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Manual Muscle Testing
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1. Muscle Strength — Manual Muscle Testing

Medical Research Council Sum Score
* 6 muscle groups:

e Shoulder abduction -Hip flexion
* Elbow flexion -Knee extension

e Wrist extension -Ankle dorsiflexion

Scored 0 -5 (higher scores, better strength)

* No plusses or minuses

Tested in static position (not through range)

» Tested bilaterally = 6 muscle groups = max score 60

¢ |CU-acquired weakness: total score <48
MUSCLE & NERVE 14:1103-1109 1991

32

Supine MMT

* Recommend using ASIA muscle testing positions to
test gravity-eliminated strength in lower extremities
to reduce need to roll/reposition patient

i Flexi
Grade 2
Patient Position: Place the patient in the gravity eliminated
position with the hip in external rotation and 45°f flexion. The
knee is flexed at 90°
Examiner Position: Support the leg.

Instructions to Patient: “Try to bring your knee out to the side,”
or “Try to flex your thigh toward the side of the body.”

Action: The patient attempts to move through the full range of
motion in hip flexion.

31
MRC scoring:
Scored 0—5 (higher scores, better strength)
Table 2. MRC-scale with full figures only. The patient is
investigated in sitting posture and/or lying supine.
0 = No visible contraction
1 = Visible contraction without movement of the limb (not
existent for hip flexion)
2 = Movement of the imb but not against gravity
3 = Movement against gravity over (almost) the full range
4 = Movement against gravity and resistance
5 = Normal
MUSCLE & NERVE 14:1103-1109 1991
33
Knee Extension,
Grade 2

Patient Position: The hip is in external rotation and 45°of flexion.
The knee is flexed at 90°

Examiner position: Support the distal thigh and leg.
Instructions to Patient: “Straighten your knee.”

Action: The patient attempts to move through the full range —
of motion.

34

Scoring

2. STRENGTH (MMT) —> Assessor bindea? [ ves [] No

Reason £ not done (specify)

T N V=5 | [_RGHT |
MUSCLE SCORE o0 [SCORE pocsohd  MUSCLE SCORE  Re0F[SCORE  heson®
1. shouder Frexion” [ Jis [ 1| [Is 1] stpreson [ s [T 1| [Is [T ]
2.shouder avcucion [ Jis [T | [is [ 1] 6 Kneeextension’[ Jis [T ]| [ s [T ]
sewowleion [ 5 [ ] ]| [Js [ ] 7.Ameoostiedon [ s [T ]| [Js 1]
awisexensin |5 [ ] ]| [ s 1]
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Physical Function Test for ICU (scored)
“PFIT-s”
* 4 items:
* Muscle strength

* Shoulder flexion
* Knee extension

* Assistance from sitting to standing
* Marching on the spot as long as possible

* Uses:
P hys i Ca I F u n Ctio n : IE)r(:;(;ici(ieozr:er-slic;Litric;r:‘Jmission PFIT-s:
Te St fo r IC U “ P F IT'S” : E;Sdcgcaggeli:;mfmd of discharge to inpatient rehab

* Shorter hospital LOS

Skinner et al., Crit Care Resusc. 2009 Jun;11(2):110-5.
Denehy et al.,, Phys Ther. 2013. 93(12):1-10.
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Sit to Stand Assistance Scoring

* |deal positioning: Patient should have their

arms crossed at the wrist and held against their
chest. 3. SIT 10 STAND: ASSISTANCE REQUIREDE — rssessortinded? [T ves [ o

Reason # ot done (specify)
1. Level of assistance required” [ ] 0people [ ] 1 person [ ] 2 people (or more) [ Attempted + unable
2. Location [deea [cnair —» amvestused? [ Jves [no

* Patient can push off arms of chair if needed
(you will indicate this on CRF) or use a gait aid

* Provide least amount of assistance required for o ) )
. . Note: Only score as assist if hands-on support provided. If patient
patient to Safely transfer to Standlng is able to stand with close supervision only, score as “0 people”

39 40

Marching on the Spot Scoring

Patient may use a gait aid if needed

Provide standardized instructions and encouragement . ) 2y psessrvinee e [Joo
Reason # not done (specify)

1. Steps. Djj (#) [] Attempted + unabie (if checked, insert score = "0 in "steps’)
r

,,,,,,,,,,,,,,,,,,,,,, N

* Each time a foot hits the floor this counts as one step . Marching on e ot tctions
T 1 = 1"Once you are in the standing posiion, we will a3k you to march on the spot. We would fke you

e Drjmm u:'sec Lr_-mm Sl ot o35 g s you can o lorandy

3 cadence? [ T ] opsmim ey o oo a3 ; [

T T T Seps@ L T | Give standardized /4 " 10. s “Ke for as long a |

* Foot must completely clear the floor for a step to count oo ST 1| it el e e vt e pned |

. ’ . e fAnt daece nat Alearfare b ——— ST " the lest you marched for. . anddid.. steps”  _ _ _ _ _ _ _ _ _ _ _
towards patient’s total. If patient’s foot does not clear for 6 5. 30 SECOND SIT TO STAND —»sessortice? [ v P

steps, test is over

If patient stops marching for >2 seconds, test is over

If patient has been marching continuously for 3 minutes, stop
test. Patient will receive highest score
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30 Second Sit to Stand

30 Second Sit to Stand

* # times sit to stand completed in 30s

Patient may use a gait aid if needed and as much
assistance as needed to safely stand

Same positioning as sit to stand if patient able. May
push off arm rests if needed

Must stand up and sit all the way back down for each
repetition to count

If more than halfway up at the end of 30 seconds
count this as a full stand

43
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Scoring

5.30 SECOND SIT TO STAND —» Assessor binded? |jv; CTno
Reason # not done (specify)
1 eed [ | A ble (f checked, insert score = "0” in "sit to stand repetitions completed”)
2. Level of assistance required [Jopeople [ 1 person ]2 people (or more)
3. Location [eed  [Jchair —» Amvestused? [ Jves [Jno

Note: If patient performs sit to stand assistance but is unable to perform 30 second
sit to stand,

score 30 second sit to stand = 1

*Use level of assistance and data from sit to stand assessment

2-Minute Walk Test

45

2-Minute Walk Test

50-foot walking course (15.24m)

Provide standardized instructions and encouragement

Patient may use a gait aid, assistance from others,
and/or supplemental 02 if needed

Count the number of laps completed and measure
additional distance using trundle wheel

a7
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Scoring

6.2 MINUTE WALK TEST —» Assessor binded? [ Jves [ no

Reason ot done (specify)
]__[_L‘__];' OR D‘n_";‘:‘ ] Attempted + unable i checked, insert score = "0" in "distance”)
oS =

[ opeople [J1person ]2 people or more)
[T .1 - None, 2. Cane or cruches, 3 - Wakkes, 4 - Ot (specit)] (specty)

1. Distance

(1metro =328 oe)
2.Levelof assistance required
3. Gaitaid used

48



All Sites

* Levels of assistance:
* Supervision (without physical contact) should not be considered
as assistance.
* However, if physical assistance is provided, please grade as
assistance (ex. contact guard with sit to stand)

49
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PFIT-S Scenario 1

* You are preparing to conduct the ICU awakening assessment with
an ICU patient who has woken up after a month in bed.

* Patient is very deconditioned
(mechanical lift to transfer; assist x2 to roll)

* They are unable to extend knee against gravity

53
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Reasons Not Done

50

Scenarios
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Scenario 1
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Scenario 1

1/12/22
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PFIT-S Scenario 2

* You are preparing to conduct the ICU awakening assessment with
an ICU patient who has woken up after a month in bed.

* Patient is very deconditioned
(mechanical lift to transfer; assist x2 to roll)

* They are unable to complete shoulder flexion against gravity

Scenario 2

Position A

yira

“Tryto
move your
m side to
side.”

“Lift your arm
forward to
shoulder
height. Hold it
don'’t let me

push it down.”

56
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Scenario 2 .
o |

Grade 2
“Tryto ’—‘
moveyour Grades 4 & 5

arm side to
side.”

iss

\ . 5 “Lift your arm

St e forward to
shoulder

flexedtos0° s | |yt ol it,
don't let me

push it down.”

PFIT-S — Scenario 3

« For strength testing:
Right shoulder flex: 5/5
Left shoulder flex: 4/5
Right knee ext: 5/5
Left knee ext: 5/5

* For STS assist:
You are closely guarding the patient but they are able to stand without
any hands-on contact. They use the chair’s arm rests to stand.

* For MOS:

Patient is able to MOS for about a minute until they fatigue. They stop
and rest for ~5 seconds and then proceed to resume stepping.

58
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30 Second Sit to Stand Scenario

You are performing the 30 second sit to stand test with your
patient. They are rushing through the test and only standing up
halfway with each repetition.

Answer the following true or false questions:

60

10



1/12/22

2-Minute Walk Test Scenario

Answer the following questions:

You are completing a 2-minte walk test with your patient. They
have a history of COPD and poor exercise tolerance.

Quiz Review
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Next Steps — Practice!

OM Competency Checklist

CompeTENEY [~
I [erotocol

. oints and I

. 55655 eligibity for time points (s }

e

+_parforms shoulder exion strength tesing

"Grades strengih eprract

+parforms knes extension strength testing

‘bemonsirates undsrsianding o tesing position
“Tests muscie strength n  stat pasition (not through rangs]

‘Grades strength correcty

‘Demonsirates undersianding of Bsing posiion

T Amesses siteo stand sssetancs

Cues ptient or starting posiion

Fecord: 3pproprists smount of sEFEtance raqured
ot

Demanstratas knowiadgs of when tostop tast

‘Counts patient s steps and keeps tme

Uz provied Equstion o cxluats step CaBEnEE

Tin comeet order

& stem }
e I
+ v T
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inute walk Test
B Stoppese T
. I
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s
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