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CYCLE RCT
Physical Outcome Assessor
Startup + Refresher Meetings
Levis + SMH

Wednesday, June 9 @ 11:45-12:45 (Startup)
Wednesday, June 16 @ 11:45-12:45 (Startup + Refresher)

Hosted by: Michelle Kho, Laurel Kelly, Geoff Strong
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Agenda

- Complete Outcome Measure competency checklist
- Complete outcome measures quiz

Outcome Assessor — Startup + Refresher Meeting
Wednesday, June 16 @ 11:45-12:45

5 mins Welcome and introductions
5 mins Quiz video questions

5 mins Review CYCLE protocol

10 mins CYCLE RCT Progress

« Enrollment update
* Outcome Measure Ascertainment

* Lessons learned (post-interim analysis)

20 mins Scenarios + Discussion (site processes and internal
communication plans)

10 mins Quiz review

5 mins Questions, next steps, feedback

Introduction to CYCLE

(@)
cviv

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?
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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

CYCLE RCT Study Schema

IcU Randomized/ || Awake IcU 3d Post-ICU Hospital 90 Day Post
Admission || Study Entry Discharge | Discharge Discharge Randomization
<4d MV
T "
. 30 min Cyclin,
Clinical |«- Intubated -», | . vl l
[“-| + Routine PT or ’¢-..- B
Course Routine PT l
} >
>
Study Outcome
Assessments Test #3 Test #5
[ =micw [ ] =inHospital [ -outofHospital
(Pre ICU Discharge) (Post ICU Di ital Dis

Cycling will occur until ICU discharge, to a maximum of 28 days,
or the patient is able to march on the spot for 2 consecutive days,
whichever occurs first.
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CYCLE RCT Physical Outcome Measures

By PTs:

* Physical Function Test for ICU* (PFIT-s)
* blinded @ 3 days post-ICU discharge

e Muscle strength
e 2-minute walk test
 30s sit to stand

*= Primary outcome for full RCT

Strength and Function Assessment Prioritization

Shoulder Flexion &
strength
Sit to Stand folstand

nce Required
Marching on
the Spot Cadence

Other Strength Components ]

Highest Priority
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2 Minute Walk Test

30s Sit to Sta

Lowest Priority s of Aug 08, 2018

Key Responsibilities-
Blinded Outcomes PT

* Liaise with Research Team on patient status to plan for blinded
outcomes assessments

* Complete strength and function outcome measurements at 3
days post ICU discharge and hospital discharge

* Complete assessment paperwork
* Maintain and clean equipment and report any issues to Research
Coordinator
* Communicate with the Research Coordinator on:
o Assessment progress and completion
o Deviations in protocol
o Staffing issues

ENROLLMENT UPDATES

Enrollment Progress by Site — CYCLE RCT

I N 7 B I T
11 19

St. Joseph’s, Hamilton 30 Resumed June 15/20
Juravinski, Hamilton 9 20 29 Resumed June 22/20
Hamilton General 8 5 8 On Hold
St. Michael’s, Toronto - 14 14 1st Pause (COVID)
Mount Sinai, Toronto - 0 0 On Hold
Ottawa Civic 1 11 12 2nd pause (COVID)
Ottawa General 8 4 12 Resumed Sep 8/20
Austin Health, Australia 9 5 14 Resumed Nov 9/20
Duke, USA 6 9 15 Resumed Oct 19/20
University of Maryland, USA - 10 10 1st Pause (COVID)
Montreal Sacre Coeur, Quebec - 8 8 Resumed May 10/21
Sherbrooke, Quebec - 25 25 Resumed June 22/20
Hotel Dieu de Levis, Quebec - 34 34 2nd pause (COVID)
Brantford General - 16 16 Resumed May 20/20
Niagara Health, St. Catharines - 11 11 Resumed Nov 23/20
London Victoria - 14 14 2nd pause (COVID)
Kingston General - 2 2 2nd pause (COVID)
OVERALL a7 207 254 71% total
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Patient Enroliment (Actual vs Expected) - CYCLE RCT
400 Sep
50 Target (n=360) o 2020
——Expected Enrollment (2/Qtr)
2 ~——Expected Enrollment (3/Qtr)
280 Expected Enroliment (4/Qtr)
_ ==/ ctual Enrollment
% 240 - =+Expected Enrollment (Pre-Pand. Avg. 2.3/Qtr)
=
iR Target (n=180)
160
= As of March 31, 2021:
80 -245 patients enrolled across 17 sites!
-68% of patient enroliments complete
40 —— -360" enrollment projected Q1 2022
Pre | Jun Sep Dec | Mar Jun Sep Dec |Mar Jun Sep Dec | Mar Jun Sep Dec | Mar
2018 2019 Time (Month, Year) 2020 2021 2022
Data as of March-31-2021




Outcome Measure
Ascertainment
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Randomized N=183 (40.9%) ‘

Included in Interim Analysis N=180

Excluded from Interim Analysis N=3
Randomizaton eror w3

PFIT-s at ICU Discharge N=126
1

126/146 (86.3%) of those alive

f——>{ NoPFIT-sat Icu Discharge N=s4

Died prior toreaching tmepoint
perceies patientunable du tosafety concerns

Asessment misse
other
Nodaly data receved

[——»{ NoPFIT-sat 3 Days Post-icu Discharge Ns5
Reasons

Died pror toreaching tmepoint »

perceies patient unable du tossfety concerns -

Refusal e
Assessor perceives paient kely able but has iitatons
Asessment missed n
eniive patient unabie 1o folow commands. »
Other assessment pioitzed e

other
Nodaly catareceved

PFIT-5 at 3 Days Post-ICU Discharge N=125
125/143 (87.4%) of those alive

[ No PFIT-s at Hospital Discharge Ne64

Died prortoesching timepoint n
Asessment missed e
Refusal ey
Asessor prceives patent unable due tosafty concerns =i
ou 2

2

er
Nodaly data receved e

PFIT-s at Hospital Discharge N=116
116/139 (83.5%) of those alive
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‘Outcome Measure Retention (PFIT-s)
Primary -3 days post-ICU discharge

‘Ascertainment

Lessons Learned From
Interim Analysis
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All Sites

« 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)
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(specify)

3. SIT TO STAND: ASSISTANCE REQUIRED? —» Assessr bindes? [[¥es [ Mo
(]

==
‘ 1. Level of assistance required” [ | 0people [ |1 person [ 2people (ormore) [ | Attempted+ unable

2 Location

Reason # not done (specify)

[ et []Char —» Amrestused?] JYes [ [No
4. MARCHING ON THE SPOT: CADENCE , Acssssor binded? [ [¥es [ Mo

Steps

3. Cadence? [ | | | stepsimi
Steps

Reason # not done (spedify).

S
x60 1 | YouTe doing very wel, Wel done” I
J L

5. 30 SECOND SIT TO STAND —»Assessor binded? [ [Ves [ |

Djj (#) [ Attempted + unable (i checked, insert score = 0" in “steps’)
r

2 Time - =
i - Gec) e conE]

N “Marching on the spot instiueions  ~— " T T o
'0nce you se inhe st FOSE R SO SRS the st We wauld ke you

in} ! for as long

| tomarch on the spot for s long as you can. We are gaing to record how long you walk fo and |
The festi fo ecord your maxi by, soiis |

| G standardzed encouragement ey 10 seconds: e
-t fest you msrehedfor _and did_st

for as long a3 you can”,

(eep going
‘appicable (e retest, then “Last fime you performed
os.”

‘ 1. Sit o stand repeitions completed

“0in “Sitto

# [ JAtiempted+ unable (if checked,

Jeted”)

2 Level of assistance regured

Opcople |1 person |2 people or more)

3. Location

[ee [onair — amrestuses? [ Jves [Mo
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Discussion

Discussion
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* Pre-meeting tasks:
* Competency checklist
* Reviewing OMs
* How was practicing OMs with patients?

* Past experiences with OM
* Questions and clarifications

* Are there any tips that you have learned during CYCLE that
you would pass on to new team members or CYCLE
Methods Centre?

* State of equipment
* Any missing or damaged items that need to be replaced?

19

20

COMPETENCY

OM C¢

Protocal

+ _Understand points and blinding status at each

*__Understands howt ity for time points (.2 awakening assessment]

. i and prioritize ppropr
-

BET
«parforms shoulder fiexion strength testing

‘Grades strength corractly

ing of testing position

Tests muscle strengthin a static pesition (not through range)

Performs knee extension strength testing

Grades strength correctly

ing of tasting position

Tests muscle strengthin a static position (not through range)

s _assessas sitto stand assistance

Cues patient for starting position

Records appropriate amount of assstance required

+_ Assesses step cadence (marching on the spot)

Reads nstructions

Enowrledge of when to stop test

‘Counts patient’s steos and keeos time
Testing

. ing of grading system
+_Demonsurates understanding of different testing positions for each imb/muscle/grade

+_Tests muscle strengthin a static position (not through range)

30 Second 57 to stand

«Cues patient for starting position

«Claariy explains to patient and how to perform test
» _Cormrectly scores number of stands while keeping time

2 Minute walk Test

precautions, and criteria for stoppage

« Reads P ions and

Practice

21
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Scenarios

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

23
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Scenario 1

Scenario 1
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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

o| “Tvto
move your
arm side to
side.”

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

push it down.”

27
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Scenario 2 .
B s |

| oratez |
3]
“Tryto ’—‘
move your Grades 4 & 5

am side to
side.”

“Lift your arm
forward to
shoulder
height. Hold it,
don’t let me
push it down.”

Reasons Not Done

v rue o 1o unis rusILL vLnARLE WYy
Reason £ not done
1. Assessment (ax) merged with other ax form/ other timepoint (complete g# TB) 8. Cognitive issue - patient unable to follow commands
2. Paient did not pass cog. screen. priorto ICU discharge (alive @ discharge) 9. Assessaor perceives patient unable o perform due to safety concerns
3. Patient died prior to reaching timepoint m(;sﬂ physiological of g‘hylﬂcil)m el abl o bt has it
) ASSessor perceives that paient s fikely able to but has a fmitation
4. Goals of care changed to paliative Ao petclues Lot o el
5. Patientor Proxy refusal 11, Other a8 Ipiail
& Assessment missed . Other assessment prioritized

7. Cognitive issue - patient 12. Other (specify)

1A. Any part of assessment completed/ any clinical data 1B. Clinical data should apply to the following timepoints (check all)
Yes (go10 18) Icu ICU  3DPostiCU
No (insert reason # not done, i “other”, WQC"YHDH Awakening  Discharge  Discharge  Discharge
(specty) O O [m] [m}
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Site Processes +
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Communication Plans ,‘ /I n

CYCLE RCT Study Schema
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Quiz Review

IcU Randomized/ || Awake IcU 3 d Post-ICU Hospital 20iDayjEost
Admission || Study Entry Discharge | Discharge Discharge || Randomization
<4d MV
T
30 min Cyclin, |
Clinical |«- Intubated -», | . vl
[+-| * Routine PT or *le----[ Routine pT+ |-~
Course Routine PT l
[ >
>
Study Outcome
Assessments ‘Test #1 ‘ ‘ Test #2 ‘ ‘ Test #3 ‘ ‘ Test #4 ‘ ‘ Test #5 ‘
[ =micw [ ] =inHospital [ -outofHospital
(Pre ICU Discharge) (Post ICU Discharge) (Post Hospital Discharge)

CYCLE RCT Studx Materials /\/ l /.
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www.icucycle.com "/l/l

Questions, next steps, feedback 1
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