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Methods / results

**Extensive peer review
(NIHR applications / UKCCRF / conferences etc.)

Development / adaption to new guidance
(Consort extension to randomized pilot & feasibility trials, 2016)

Overall aim: To investigate important uncertainties and test methods prior to a large effectiveness trial (feasibility)

1. A parallel group, allocation concealed,
open label, pilot randomised controlled trial

Sample size: 76 patients (38 in each arm)

P IMV + risk of extended support (COPD, Heart Failure, or ARDS)
| NAVA (monitor / mode)
C  Usual care using PSV

O cCompliance (% eligible time in ventilation mode)
Exploratory secondary including VFDs, LOS and sedation

2. Single centre, web and paper cross-sectional ICU
staff survey

Aim: To investigate experience, attitudes, beliefs, facilitators and barriers to NAVA
use and future research

Design: Single centre, web and paper cross-sectional ICU staff survey. 39 mixed
open and structured questions. Rigorous development and testing

Of 466 distributed questionnaires, 301 (64.6%) were returned from 236 nurses
(78.4%), 53 doctors (17.6%) and 12 physiotherapists (4.0%).

- Feasibility: Mode adherence, protocol compliance, protocol acceptability
Median (95%Cl) adherence 83.1% (64.0-97.1%); protocol compliance 66.7% (50.3—80.0%)
Physician refusal (12%) & consent rates (72%)

- Exploratory outcomes suggest potential clinical benefit for NAVA
More VFDs to D28 (p = 0.04); fewer in-hospital deaths (p = 0.032); RASS scores closer to 0 (p=0.02)

-Belief that NAVA is safe and clinically effective

- Low confidence; perception of technical difficulty; need forj

- Strong support for future research
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Im PA ct / Future Impact on future ICU research capacity...
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NATIONAL SURVEY (2021 unpublished)
78 patients ‘at risk’ of prolonged MV Single site
o Aims: NAVA availability, use and trial support
O oty e LIU, ANESTHESIOLOGY 2020 .
e Sample: ICU clinicians (ICS / UKCCRF) -
Mean MV difference (days) 99 patients with one failed SBT . Single site
-8.3' 95% CI '16-6 tO '0.1; p = 0.049' D28 VFDs mean difference 5.3 / KACMAREK, ICM 2020 \
95% C11.2-9.7; p=0.039 .
P 306 ARF patients ventilation 272h. 15 sites ReSUItS summarY.
¢ 107 NAVA Mean MV difference (days) o » 163 responses from 86 NHS hospitals
§ -5.3. 95% Cl =9.2 to -1.4: p= 0,039 D28 VFDs median difference 4 . .
081 I ' A p=0 95% C1(0-8); p=0.016 »  Automated technologies available at 63/86 (73.3%)
5. N Contre Mean MV difference (days) hospitals. NAVA ventilators available in 31% NHS Trusts.
0 -4.1, 95% Cl -7 to -1.3; p=0.005 >  Amongst hospitals with NAVA, 56.5% indicated experience
& £, Overall opinions:
. NAvA 100 A > 62.3% would use NAVA if available (31.5% unsure)
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Impact [ Future

Question: What is the clinical and cost-effectiveness of NAVA for patients at risk of extended
durations of mechanical ventilation?

Design: A randomized, parallel group, allocation concealed, controlled, open, phase 3
pragmatic clinical and cost effectiveness trial with internal pilot

Population: Adult ICU admissions + IMV + risk of extended support
Sample: 950 (475 per arm) to detect a 2-day difference in mean duration of MV
Sites: 40 adult UK ICUs
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