
 
 

 

 

 

 
 

Treatment of invasively ventilated 
adults with Early Activity and 

Mobilisation (TEAM) trial 

 
Overview 
 

Background 
 

 

Invasive mechanical ventilation (IMV) is a life-saving intervention, however patients receiving this 
intervention are typically confined to bed with no active exercise.  This immobilisation contributes 
substantially to the development of muscle weakness and wasting, which are associated with poor 
outcomes for patient including increased hospital length of stay, increased mortality after hospital 
discharge, and impaired long-term functional recovery.  It is now recognised that immobilisation 
during prolonged invasive mechanical ventilation can be avoided and is a potentially modifiable 
cause of ICU-acquired weakness.  Over eight years a multidisciplinary intervention called “early 
activity and mobilisation” has been developed and tested.  Early activity and mobilisation has been 
demonstrated to be safe and feasible, albeit not routinely part of standard patient care.  The TEAM 
trial is a definitive, multicentre, randomised controlled phase III study in patients expected to 
require prolonged mechanical ventilation.  This trial will determine whether early activity and 
mobilisation delivered during invasive mechanical ventilation increases the number of days’ 
patients spend alive and out of hospital in the 180 days after randomisation.  Recruiting 750 
patients, this will be the largest trial ever conducted of early mobilisation in ICU.  The trial will 
establish whether early activity and mobilisation should become standard care.  If the intervention 
is beneficial the trial will establish a paradigm shift away from immobilisation that will transform 
international, ICU clinical practice. 
 

Aim 
 

 

To evaluate the effect of early activity and mobilisation during prolonged IMV on the composite 
outcome “days alive and out of hospital to day 180”.  The effect of the intervention on mortality, 
health status, physical and cognitive function at day 180, as well as cost-effectiveness of the 
intervention, will also be evaluated. 
 

Design 
 

 

A 750 patient, multicentre, assessor-blinded, randomised, controlled, parallel group, phase III 
clinical trial. 
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Objectives 
 

 

Primary objectives 
 

To evaluate: 

• the effect of early activity and mobilisation during prolonged IMV on the composite outcome 
of “days alive and out of hospital to day 180” (clinical effectiveness) 
 

Secondary objectives 
 

To evaluate: 

• the effect of the intervention on mortality, health status, physical and cognitive function at 
day 180  

• the cost-effectiveness of the intervention (cost effectiveness) 
 

Site eligibility criteria 
 

 

• Identify two local Joint-Principal Investigators (PIs) – one critical care consultant and one 

senior critical care physiotherapist; both of whom will lead the TEAM Trial at the site 

• Agree to adhere to randomisation allocation and ensure adherence to the protocol 

• Agree, where possible, to recruit all eligible patients and maintain a Screening Log 

 

Patient eligibility criteria 
 

 

Inclusion criteria 
 

• Aged 18 years or older 

• Intubated and expected to remain invasively mechanically ventilated the day after tomorrow 

• Sufficient cardiovascular stability to make mobilization potentially possible, as indicated by: 
o the absence of current brady-arrhythmia requiring pharmacological support 
o a current ventricular rate ≤ 150 bpm 
o most recent lactate ≤ 4.0 mmol/L 
o Current combined noradrenaline/adrenaline infusion rate of ≤ 0.2mcg/kg/min, OR if 

noradrenaline/adrenaline infusion rate has increased by more than 25% in the last 6 
hours, dose must be <0.1 mcg/kg/min. 

o most recent cardiac index ≥ 2.0 L/min/m2 (where measured) 
o no current requirement for VA ECMO 

• Sufficient respiratory stability to make mobilisation potentially possible, as indicated by: 
o current FiO2 ≤ 0.6 
o current PEEP ≤ 16 cm H2O 
o an absence of current requirement for NO, prone ventilation, neuromuscular 

blockers, prostacyclin, VV ECMO or HFOV 
o Current RR ≤ 45 bpm 
 

Exclusion criteria 
 

• Dependent for activities of daily living in the month prior to current ICU admission (gait aids 
are acceptable) 

• Documented cognitive impairment 

• Proven or suspected acute primary brain pathology (e.g. traumatic brain injury, stroke, 
hypoxic brain injury) 

• Proven or suspected spinal cord injury or other neuromuscular disease that will result in 
permanent or prolonged weakness (not including ICU acquired weakness) 

• Has rest in bed orders and/or has bilateral non-weight bearing orders for the lower limbs 

• Life expectancy less than 180 days due to a chronic or underlying medical condition 
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• Death is deemed inevitable as a result of the current illness and either the patient or 
treating clinical or substitute decision maker are not committed to full active treatment 

• Unable to communicate in the official local language 

• This is not the first ICU admission in the index hospital admission 

• Fulfilled all inclusion criteria and none of the exclusion criteria ≥ 72 hours 

 

Sample size 
 

 

• 750 patients in total internationally 

 

Randomisation 
 

 

• Patients who are 18yrs and over, have been invasively mechanically ventilated for 24hrs or 
more and expected to remain mechanically ventilated the next day, will be screened for 
eligibility into the study.  A screening log will be maintained by site for all patients screened 
for the study 

• A permuted block randomisation method with variable block sizes stratified by site will be 
used to allocate eligible patients to either standard care or intervention group in a 1:1 ratio.  
Central randomisation will be performed using a secure study database supported by the 
Research Path Software (https://www.teamtrial.org.au/). 

 

Intervention 
 

 

Intervention group: Early Activity and Mobilisation 
 

• Daily mobility assessment to determine highest level of mobility achieved on ICU Mobility 

Scale 

• Patients will be mobilised out-of-bed if meeting physiological stability criteria, or complete 

in-bed exercises if deemed too unstable.  If inappropriate for in-bed early activity, patient 

should be reassessed later in the day or the following morning 

• The IMS level will determine the dosage and type of active exercises the patient will receive 

delivered using the ‘early activity and mobilisation’ protocol  

 

Control group: Usual care 

• Standard care from physiotherapy staff not involved in delivering the intervention  

 

Trial flow 
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Funding and resources 
 

 

The TEAM study is funded by a project grant from the National Health and Medical Research 
Council (NHMRC - Project grant no. APP1120319).   
 
The ICNARC Clinical Trials Unit will oversee trial management in the UK including data acquisition 
of primary and secondary outcomes. 
 
The TEAM Trial will be adopted onto the NIHR Portfolio (application currently underway). 
 
Direct research costs – from ICNARC 
 
In the order of £360 per intervention arm patient, and £100 per control arm patient. 
  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


