Research Proposal



Does sensory mindfulness improve emotional comfort in patients with spinal precautions in emergency departments?  A pilot study.
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The management committee will oversee all aspects of study management including: 
· Liaison with coordinating centre staff
· Overseeing funding applications
· Overseeing disbursement and administration of funds
· Ensuring fiscal responsibilities are maintained
· Development and approval of final protocol and study materials
· Development and approval of data collection tools and methods
· Overseeing data analysis
· General study management issues 
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Meetings

Monthly teleconferences/meetings
[bookmark: _Toc274735587]Site Principal Investigator (Dr Andrew Underhill)
[bookmark: _Toc274735588]2.3.1 Responsibilities
· Overall management of study at own site/organisation in line with the study protocol 
· Patient recruitment (Ambulance services only)
· Data collection and data transfer 
· Management of data queries 
· Liaison with local HREC 
· Adherence to local HREC guidelines and reporting requirements 
· Adverse event reporting to HREC & Coordinating centre, in accordance with study protocol


Rationale for project:

The Alfred and Emergency and Trauma centre sees in excess of 65,000 patients per annum which includes approximately 8,000 trauma presentations1. Close to 40% of these presentations will be admitted to hospital, with a substantial number requiring spinal immobilisation for a period of time prior to spinal clearance. Of these,20%, ( approx. 1500 patients per year ) are admitted to the Alfred emergency short stay unit. Such patients are often required to lie flat in bed, with direct visual contact with the ceiling of the Emergency Department. These is often no visual stimulation for this group of patients which can lead to agitation, aggression, fear and anxiety, which often results in reduced compliance with spinal immobilisation.


Aim

PICO:

P: Adult patients > 18 years admitted to short stay unit with C spine immobilisation
I: Sensory mindfulness content for a minimum of 30 minutes
C: Standard care
O: PEECE score at 60 minutes
 
This study aims to demonstrate improved emotion comfort among spinally immobilised patients in the emergency department short stay unit by providing sensory mindfulness content using a customised mobile integrated patient controlled immersive audio visual device as a therapeutic tool to facilitate relaxation which has been specifically designed for immobilised trauma patients. 

The audiovisual content developed would create an immersive experience to block out the undesirable aspects of a hospital environment and promote active engagement for therapeutic effect.

It is anticipated, if this study successfully demonstrates improved emotional comfort in spinally immobilized patient other potential applications or utilisations of this intervention could be for delirium reduction, those with falls risks, and overall general patient satisfaction.


Literature Review

Person-centred care has been promoted where care is holistic and individualised2. Unfavourable work environments frequently limit the degree to which staff are able to provide this type of care to all patients such that deficits in psychological care may jeopardise patients well-being and comfort. This can impact their participation in health promoting activities and overall compliance and engagement with healthcare3.

There has been extensive research around the use of mindfulness in clinical settings and in healthcare individuals as an adjunct to improved well-being state however there is little in the way of research of its potential benefits for patients in emergency care settings4.

Mindfulness has been utilised for patients with chronic diseases and mental health conditions as an adjunct to improving the overall psychological aspect of patient care. However, its utilisation and benefit is largely unknown in the emergency care setting5.

Trauma patients who are spinally immobilised can consequently suffer pain, anxiety and discomfort related to being immobilised. These encounters can be unpleasant and distressing for many patients6. 




Methodology

Design: A pilot randomized controlled clinical trial 

ESSU Patients >18 years with C spine immobilisation (n=  )



Excluded 
· GCS <14
· 4AT score >0
· substantial concussive symptoms
· Declined to participate
· Other reasons (n= )










Randomized (n=  )





Allocated to standard care (n=)
· Received allocated intervention

Allocated to intervention (n=)
· Received sensory mindfulness content intervention > 30 minutes










Lost to follow up ( post intervention form not completed) ( n= )
Discontinued intervention( give reason ) (n= )
Lost to follow-up ( give reason) (n= )
Discontinued intervention (give reason) ( n= )

                                    




Analysed ( n= )
· Excluded from analysis( give reason) ( n= )

Analysed ( n= )
· Excluded from analysis ( give reasons ) ( n=  )


                         






Inclusion Criteria
Eligible patients will be those who are:

· Patients admitted to the emergency short stay unit 
· in spinal precautions 
· normal mentation
· passed a 4 A’s Test (4AT)7
· not requiring an interpreter
· no clinically significant visual or hearing impairment 
· may or may not have symptoms suggestive of concussion


Exclusion Criteria

Anyone with a 4AT score > 0 (This has been specifically chosen to exclude those patients who have any evidence of delirium) 
Symptoms of mild TBI vomiting, severe headache, dizziness


Process: Following identification of patients with the above inclusion criteria, informed consent will be sought for enrolment in the trial. Patients will be randomized to either the intervention or they will receive standard care.

Randomisation 1:1 between trial device and standard therapy will be performed by the enrolling researcher. A computer-generated randomized treatment allocation schedule ( using Stata version 11 ralloc module http://fmwww.bc.edu/repec/bocode/r/ralloc.ado) will be used and transcribed into sealed envelopes. Patients who fulfil the inclusion criteria and have no exclusion criteria will be randomized by opening the next available opaque envelope.

The outside of the envelope will be labelled with a study ID number and enrolment criteria. Upon satisfying all inclusion criteria and none of the exclusion criteria, the enrolling researcher will open the envelope.

Allocation will be concealed at the analysis stage. Blinding prior to this will not be possible. Once data collection is completed, the allocation variable will be coded as “1” or “0” and the statistician will conduct the analysis without knowledge of the allocation.

The intervention will be meditation and nature videos delivered using a sensory mindfulness cart (Figure 2). The cart will deliver mindfulness content using a customised mobile integrated patient controlled immersive audio visual display therapeutic tool to facilitate relaxation and reduce anxiety which has been specifically designed for immobilised trauma patients. The content includes guided audio meditations and nature videos.  The categories of these meditations are to "feel calm", "help sleep" and "relax and cover".  The nature videos are of relaxing sounds of nature such as running stream, rain dripping from leaves, waves on a beach and a bird singing.
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Figure 2. Sensory mindfulness cart

We will collect data on the following variables:

Participant Characteristics
Age in years- continuous
Gender- categorical
Length of time in immobilization in minutes- continuous
Length of time exposed to sensory content- in minutes- continuous
Medications administered during hospitalized episode 
Underlying medical and mental health history
Pre-presentation exposure to alcohol measured by breathalyser
Other injuries


Outcome

The primary outcome variable will the PEECE score. The PEECE tool (Patient evaluation of Emotional Comfort Experience) as a measurement of the mental well-being state and emotional comfort of patients. The tool has been found to be easily understood and can be completed in a short time frame. The twelve point scale will be used to measure emotional comfort of each patient pre an post exposure to mindfulness content8.

A reduction in PEECE score of 50% at 60 minutes from baseline will be the primary outcome measure.

Secondary outcome measures will be:

Median reduction in PEECE score
Proportion with score reduction >10 points
Heart rate,  Blood pressure
Antiemetic use
Analgesia requirement during ESSU admission
Satisfaction with device 
Satisfaction with stay
Clinician satisfaction with device.

CRFs will be collected in a secure box within the ED and identifiable data will be transcribed into a password-protected database on a password protected computer in a locked office in the Alfred E&TC. Following extraction of additional variables from medical records, data will be converted to a re-identifiable format with the code to re-identify the data stored securely and separately.

Statistical analysis 
[bookmark: _GoBack]Baseline variables will be summarized using descriptive statistics and compared using the Student’s t-test (continuous, normally distributed variables) or the Chi-squared test (proportions) or Fisher’s Exact test (proportions where value in a cell is <5. An increase of 10% in the proportion of patients achieving the primary outcome of interest will be considered to be clinically significant. Assuming 95% confidence intervals and 80% power to detect this difference, the sample size required for this study is 774. In this pilot study, we aim to enroll 40 patients (20 patient per arm) to demonstrate feasibility of the research protocol in determining emotional comfort via the PEECE score with and without the device.

Co-enrolment & Competing Studies
Currently, there are no concurrent and competing clinical trials enrolling patients overlapping with this study population. The management committee will consider any opportunities to co-enrol patients in other studies on an individual basis.

Ethics
This study is to be performed in accordance with the ethical principles of the Declaration of Helsinki (June 1964 and amended 1975, 1983, 1989, 1996, 2000, 2008 and Note of Clarification 2002 and 2004), ICH GCP Notes for Guidance on Good Clinical Practice (CPMP/ICH/135/95) annotated with Therapeutic Goods Administration comments, NHMRC National Statement on Ethical Conduct in Research Involving Humans (March 2007); the New Zealand Interim Good Clinical Research Practice Guidelines (Volume 2 1998 and Volume 3 2000) and ICH GCP Notes for Guidance on Good Clinical Practice (CPMP/ICH/135/95).

Informed Consent
The study aims to recruit competent patients with or without only mTBI ( mild Traumatic brain injury ) patients. Any patients with significant headaches, dizziness, vomiting will be excluded. All participants will have the capacity to consent to the study. Heavily intoxicated patients will not be deemed eligible until such time as they are breathlysed at a level less than 0.10. In all cases, patients with mTBI, will be able to consent to the study upon arrival to the hospital. Cases in which the treating clinician deems the patient unable to give valid consent will be excluded. Information and written consent will be obtained for eligible patients by the research investigators or research assistant. All interaction between research staff and potential/actual participants will take into consideration the stress or emotional factors associated with mTBI and ensure that the dependency of potential participants and their relative on medical personnel providing treatment does not compromise the freedom of decision making to participate (as per NS 4.4.11).   


Ethics Committee Approval 
This protocol along with other relevant study documentation will be submitted to the Alfred Health Human Ethics Committee. Approval of the protocol, plans for obtaining consent, and related documents will be obtained prior to the start of the study at The Alfred Hospital. It is the principal investigator’s responsibility to ensure that all conditions for approval of the study are met and that amendments to the protocol or serious adverse events are also reported to the Alfred Health Human Ethics Committee as per their request.


Confidentiality of Patient Data
Upon enrolment to the study at the Hospital participants will receive a study number. The Project Manager will compile a study enrolment log, which will link the study number to the participants name, date or birth and UR Number. All collected subsequent data will be identified by the study number. The enrolment log and study data will be kept separately. Follow up details of the patient and their family will be collected including name, address and contact telephone numbers. The contact details will be forwarded to the coordinating centre. The coordinating centre (The Alfred Emergency and Trauma centre ) will perform the follow-up assessments to ensure consistency and accuracy. All data collected in the follow up assessment will be identified by the study code. The follow-up contact details and study data (paper case report forms (CRF)) will be kept separately, in a locked office at The Alfred Hospital’s ED and central assessor’s locked office at The Alfred Hospital. This study will not be entering any of the patient and study data into electronic database as part of data collection, instead manual paper CRFs will be used in the study for ease of use and efficiency, given the sample number of patients in the study. 


Data Monitoring
Prior to study commencement, a start-up meeting will be held at The Alfred Hospital’s ED for all participating study staff. During the study, the project manager will be source verifying the collected data on the paper CRFs with the hospital and patient charts (source data) to ensure the study is conducted in compliance to the clinical protocol, all applicable guidelines and regulations. The frequency of monitoring will be done at intervals of every ten enrolments.

A monitoring report will be prepared following each monitoring visit and reviewed by the management committee, which includes the site principal investigator, and filed in the site investigator file. Medical records, any other relevant source documents and the site investigator files must be made available to the monitor for these monitoring visits during the course of the study and at the completion of the study as needed.
Aims of Monitoring Visits
•	Check the accuracy of data collected by performing source data verification of the case report form (CRF) against the original source documents (hospital and patient charts/records) 
•	Check for protocol violations or deviations and report these to the chief investigator as necessary. 
•	Confirm the consent procedures approved by the Alfred Health Human Ethics Committee have been followed and view each original signed consent form 
•	Check data security and access. 
•	Review all serious adverse events (SAEs) and follow up all reported SAEs. 
•	Review investigator site files for completeness and accuracy. 
•	Assist the study staff with any queries or problems they may have in relation to the study.


Protocol Deviations
A protocol deviation is an unanticipated or unintentional departure from the expected conduct of an approved study that is not consistent with the current research protocol. A protocol deviation may be an omission, addition or change in any procedure described in the protocol. The possible protocol deviations to this study may be in the event when patient is not provided the intervention or declines the intervention after some period of time.
In the unlikely event that The Alfred Hospital ED is of the opinion that any aspect of the study protocol creates an immediate hazard to a trial patient, he or she may implement a deviation from or change to the protocol without prior approval from Alfred Health Human Ethics Committee. The implemented deviation or change must be reported in a protocol deviation form and reported to the site principal investigator, Alfred Health Human Ethics Committee.


Adverse Events
Adverse events (AEs) are defined as any untoward medical occurrence in a patient or clinical investigation subject administered an investigational intervention and which does not necessarily have to have a causal relationship with this treatment (adapted from the Note for Guidance on Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (CPMP/ICH/377/95 July 2000). 

It is recognised that the patient population with mTBI may have some adverse experiences and a number of common aberrations in physiological values, signs and symptoms due to the underlying head injury. These will not necessarily constitute an adverse event unless they require significant intervention or are considered to be of concern according to the site principal investigator’s clinical judgement.


Serious Adverse Events
Serious Adverse Events (SAE) is defined in accordance with the Note for Guidance on Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (CPMP/ICH/377/95) (July 2000) as any untoward medical occurrence that: 
•	Results in death 
•	Is life-threatening 
•	Requires inpatient hospitalisation or prolongation of existing hospitalisation 
•	Results in persistent or significant disability/incapacity 
•	Is a congenital anomaly/birth defect 
•	Is an important medical event that may require intervention to prevent one of the     previously listed outcomes

A suspected unexpected serious adverse reaction (SUSAR) is an SAE that is not expected based on information that is currently available. Given that the highest risk posing the patients in study is from a common venipuncture, we do not anticipate any SUSARs.


Reporting
SAEs and SUSARs should be reported within 24 hours of identification by telephone or email to the local principal investigator and the coordinating centre (The Alfred E&TC). However,  AEs already defined and reported as study outcomes (mortality, vascular occlusive events) will not be labeled and reported a second time as SAEs. Any other reporting requirements mandated by the HREC, and relevant national and local authorities must also be followed. For SAEs and SUSARs, a preliminary telephone or e-mail report should be followed by a full report which includes copies of relevant hospital case records and other documents where applicable. 


Study Funding
This study is funded by the in-kind support from The Alfred Hospital’s Emergency & Trauma Centre. The study software and hardware was supported with $80,000 that was awarded by Alfred Health Innovation grants. The amount funded is at discretion of the CEO and the review panel. The hardware was developed by Jayex on behalf of Alfred Health with the background IP is owned by Alfred Health. The software content was developed by Joanne Gibbs Consulting on behalf of Alfred Health with IP owned by Alfred Health and has been developed within Alfred Health. 


Authorship & Publication
The study will be conducted in the name of “The Sensory Mindfullness Study Investigators”. The Alfred Hospital’s Emergency & Trauma Centre will provide the central project coordination and data management. Where an individual’s name is required for publication, it will be that of the writing committee, with the chair of the writing committee listed first and subsequent authors listed alphabetically. Funding bodies will be acknowledged in the publication.  
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