Site Feasibility Questionnaire: iRehab Trial 

Trial full title: Remote multicomponent rehabilitation compared to standard care for survivors of critical illness after hospital discharge: a randomised controlled assessor-blind clinical and cost effectiveness trial with internal pilot. 
· Please complete the questionnaire below if you would like to participate in the iRehab trial. This will help the trial team to assess the feasibility of conducting this study at your site. 
· Consultation may be required with departments within your site to enable completion of this form. 
· If you are interested but not sure you meet criteria we can follow up with you

	HSC/NHS Trust Details
	Please complete ONE form for each participating Trust. 

	Name of Trust:
	


	Address:
(NB: Please insert the legally registered address of the Trust to be used on regulatory documentation)
	

	PROPOSED HOSPITAL SITE(S)
	If there is more than one hospital/clinical site with an intensive care unit within your Trust, please provide site details below (add rows if necessary).

	Hospital/Site name:

	

	Hospital/Site name: 

	

	Hospital/Site name: 

	



	RECRUITING SITE FEASIBILITY (please tick as appropriate)*
	Yes
	No

	Does your hospital site currently offer any type of rehabilitation programme to patients after discharge from ICU?

Comments/brief description:

	
	

	Does your hospital site currently offer a structured and active rehabilitation programme similar to the intervention described below to patients after ICU?

Comments:

	
	

	Can your site identify:
PRINCIPAL INVESTIGATOR 
[this could be e.g. nurse, physiotherapist, medical doctor with research experience]
	
	

	Can your site identify:
MAIN RESEARCH CO-ORDINATOR [to screen, identify, and recruit potential participants e.g. research nurse or site co-ordinator]

	
	


*For information: Outcome assessment will be conducted by the iRehab research team; the Intervention will be delivered remotely to trial participants by a core iRehab intervention team. 
with you to discuss potential solutions.

PLEASE INDICATE THE STAFF AT YOUR SITE INTERESTED IN TAKING ON THE FOLLOWING ROLES:

	PRINCIPAL INVESTIGATOR 

	Name (including title):
	Postal Address:


	Post:
	Tel No:	

	Qualifications:
	Email address:

	Please indicate if Good Clinical Practice training has been completed in the last 3 years and certification is available |_|






	MAIN RESEARCH CONTACT 

	Name (including title):
	Postal Address:

	Post:
	Tel No:	

	Email address:

	Please indicate if Good Clinical Practice training has been completed in the last 3 years and certification is available |_|




	PERSON RESPONSIBLE FOR R&D APPROVALS  

	Name (including title): 

	Postal Address:


	
	Tel No:	Fax No:

	
	Email address:





	PERSON RESPONSIBLE FOR CLINICAL TRIAL AGREEMENTS (if different from above)

	Name (including title): 

	Postal Address:


	
	Tel No:	Fax No:

	
	Email address:


	COENROLMENT & MISCELLANEOUS

	
Which critical care trials are open to recruitment or are planned to open at your site from October 2022

Do you have any other site-specific information or issues to note?

	








APPENDIX 1 

	
	STUDY SUMMARY

	Research Title and Acronym
	Remote multicomponent rehabilitation compared to standard care for survivors of critical illness after hospital discharge: a randomised controlled assessor-blind clinical and cost effectiveness trial with internal pilot.
iRehab

	Co-Chief Investigators
	Dr Brenda O’Neill
Professor Danny McAuley

	Proposed Start Date 
of Recruitment
	1st October 2022

	Proposed Duration 
of Recruitment
	18 months

	Sample Size
	428

	Clinical Trials Unit
	Warwick CTU

	Funder
	NIHR Health Technology Assessment (HTA): 132871.



Aim: The overall aim of this trial is to investigate, in survivors of critical illness following discharge from hospital after an Intensive Care Unit (ICU) admission, the effects of a six-week remote multicomponent rehabilitation intervention compared to standard care on health-related quality of life at eight weeks post-randomisation. 
Objectives are:
·        To investigate the effects of a six-week remote multicomponent rehabilitation intervention compared to standard care on physical function, illness perceptions, fatigue, anxiety, depression, and adverse events at eight weeks post-randomisation.  
·        To investigate longer term effects of a six-week remote multicomponent rehabilitation programme compared to standard care on health-related quality of life, physical function, illness perceptions, fatigue, anxiety, and depression at six months post-randomisation. 
·        To determine explanatory factors influencing outcomes via an embedded process evaluation. 
·        To evaluate the cost-effectiveness of the multicomponent rehabilitation intervention compared to standard care over six months follow-up.  
Design: This will be a prospective phase III single blind randomised controlled trial of a remote rehabilitation intervention (6 weeks) versus standard care. 
[bookmark: _Toc93913760][bookmark: _Toc93913870][bookmark: _Toc93914036]Internal pilot: A nine-month internal pilot phase will be used to test recruitment procedures, confirm and refine recruitment rates, assess protocol compliance, refine procedures for outcome data collection, and test procedures for referral to, delivery of and fidelity with the iRehab intervention.
Eligibility: Adults (≥18years) within 12 weeks of discharge from hospital that included an ICU admission for critical illness, requiring mechanical ventilation ≥48hours
Site Eligibility: Hospital sites that do not offer structured active rehabilitation programmes will be eligible to participate. 
Hospital sites that offer rehabilitation will be assessed for eligibility. Hospitals that exclusively offer a similar and active programme of rehabilitation, whether online or face-to-face, as usual care after ICU and hospital discharge will not be eligible. However, we will be happy to discuss this on a case by case basis and provide more detail as needed. 
Outcome assessment: Blinded outcome assessment will be conducted remotely following hospital discharge at baseline and post exercise programme at 8 weeks. These assessments will be conducted the iRehab research team. 
Primary outcome measure - Health-related QoL at eight weeks post-randomisation.
A process evaluation and health economic analysis will be conducted. Follow up assessment will be at 6 months.
Control: Standard Care, not involving structured rehabilitation.
Intervention: A patient centred, structured, individually tailored, multi-component intervention. The intervention includes core components delivered as a rehabilitation package and is designed to allow for progression, according to individual ability. 
The intervention will be delivered remotely to trial participants by a core iRehab intervention team over six weeks. In brief, the intervention incorporates: weekly symptom management; targeted exercise; psychological support; and peer support and Information. 
Format:  Weekly one-to-one remote needs assessment will identify individual participant symptoms and provide management plans and strategies to best support recovery. Participants will be encouraged to attend a weekly group-based remote exercise session and a group-based remote support session. To support this trial participants will be provided with participant manual(s). 
Trial Champions: Trial Champions will be appointed at each trial site to support the study processes and intervention team.
Co-enrolment into other trials: Participants in this trial may be eligible for co-enrolment in other studies, and this will be decided on a case-by-case basis by the Chief Investigator and TMG. 
Clinical Trials Unit: Warwick CTU
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