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	Project Title:      Acquire versus ViziShot needles in Endobronchial Ultrasound Guided Lymph Node Aspiration – ACQUI-SHOT Trial.


Project team 
· The person listed as the Chief Investigator / Principal Investigator is responsible for the conduct of the research and listed study staff until completion of the project.
· A student cannot be listed as the Coordinating Principal Investigator or Principal Investigator.
· Explain the role in the study that each Investigator will perform at each site and clearly state whether Investigators will work on or off the relevant public LHN site(s). 
	Name: Dr. Moayed Alawami
	Qualifications: MBChB, FRACP

	Institutional affiliation and Department/Academic unit: Lyell McEwin Hospital (Department of Respiratory Medicine), University of Adelaide

	What is the position of this person on the research project? Principal Investigator

	What are the research activities this person will be responsible for: Oversight, recruiting, data collection and analysis.
Does this person have a current Good Clinical Practice certificate? ☒  Yes / ☐ No

	Contact details: a Health or University email address is preferred
☒  I am the contact person for this project
	Phone: 0422760802
Email: moayed.alawami@sa.gov.au



	Name: Dr. Thanuja Singankutti Mudalige

	Institutional affiliation and Department/Academic unit: Lyell McEwin Hospital (Respiratory department)

	What is the position of this person on the research project? Co-investigator

	What are the research activities this person will be responsible for: Recruiting and consenting patients. Review of protocol.
Does this person have a current Good Clinical Practice certificate?  ☐ Yes / ☒ No

	Contact details: a Health or University email address must be used
☐  I am the contact person for this project
	Phone: 0411212264
Email: thanuja.singankuttimudalige@sa.gov.au



	Name: Dr. Shanka Karunarathne
	Qualifications: MBBS, FRACP

	Institutional affiliation and Department/Academic unit: Lyell McEwin Hospital (Department of Respiratory Medicine), University of Adelaide

	What is the position of this person on the research project? Co-investigator, supervisor

	What are the research activities this person will be responsible for: Oversight of research process, Dr Shanka will do or supervise all procedures performed within this study.
Does this person have a current Good Clinical Practice certificate? ☒  Yes / ☐ No

	Contact details: a Health or University email address is preferred
☐  I am the contact person for this project
	Phone: 0448368860
Email: shanka.karunarathne@sa.gov.au



	Name: Taylar Tallboy
	Qualifications: MBBS, FRACP

	Institutional affiliation and Department/Academic unit: Lyell McEwin Hospital (Department of Respiratory Medicine)

	What is the position of this person on the research project? Co-investigator and following up participants.

	What are the research activities this person will be responsible for: Oversight of research process, Dr Shanka will do or supervise all procedures performed within this study.
Does this person have a current Good Clinical Practice certificate? ☒  Yes / ☐ No

	Contact details: a Health or University email address is preferred
☐  I am the contact person for this project
	Phone: 0431 375 791
Email: Taylar.tallboy@sa.gov.au



Project design
Please refer to the National Statement Chapter 3.1 Elements of Research for guidance on to how to ensure this research is conducted in line with core ethical principles. 
Introduce the reader to the main topic of the study and provide the context for the research. Carefully define the disease, condition, or topic of interest noting such things as prevalence, economic or social burden, or other aspects of importance. 
Present and critically appraise the relevant literature and demonstrate that a comprehensive literature search has been conducted. The CASP Appraisal checklists may assist (https://casp-uk.net/casp-tools-checklists/).
It may be helpful to use the PICOT method (Population, Intervention, Comparator, Outcome, and Time). 
	Research type
☐   Retrospective audit based research
☒   Low and negligible risk research

	Introduction – Please provide a brief overview of the study: 
Transbronchial lymph node aspiration (TBNA) plays an important role in staging lung cancer and in diagnosis of mediastinal lymphadenopathy such as lymphoma, sarcoidosis and Tuberculosis. TBNA allows accurate staging of lung cancer as the absence of malignant infiltration of mediastinal lymph nodes qualifies lung cancer patients for surgery and may have a curative disease. On the other hand, malignant involvement of mediastinal lymph nodes may render patients unsuitable for thoracic surgery. TBNA (using endobronchial ultrasound, EBUS) is the main diagnostic procedure for such patients. Currently, there are 2 needles available to perform TBNA. Both are available for routine use and different institutions in South Australia have different preferences with regard these needles. Our main aim is to compare the two needles and assess if one needle provides better tissue for pathological analysis. 

	Background and literature review – please provide an overview of why the study needs to be done, and   explain to the committee how the literature review demonstrates the originality and relevance of your research.
Lung cancer is a major cause of death in Australia. Access to CT scans and earlier investigations of respiratory symptoms have to earlier diagnosis of lung cancer. However, staging of lung cancer remains challenging as diagnostic CT does not identify pathological lymph nodes and PET scan is insufficient for detection of mediastinal involvement in multiple studies(1). TBNA using EBUS is a major tool to stage lung cancer and can upstage or downstage lung cancers which impacts on treatment and chance of survival hugely. A recent survey study of bronchoscopists showed variability of overall ratings and lack of consensus opinion regarding best needle to be used(2). This is not surprising as there is not a prospective head-to-head trial comparing needles.

References:
1. 	Madsen PH, Holdgaard PC, Christensen JB, Høilund-Carlsen PF. Clinical utility of F-18 FDG PET-CT in the initial evaluation of lung cancer. Eur J Nucl Med Mol Imaging. 2016;43(11):2084–97. 
2. 	C.R. B, D. L, E.F. H. Performance of different linear endobronchial ultrasound-guided transbronchial aspiration needles. Am J Respir Crit Care Med [Internet]. 2017 [cited 2021 Jul 12];195(A2878). Available from: https://www.atsjournals.org/doi/pdf/10.1164/ajrccm-conference.2017.195.1_MeetingAbstracts.A2878


	Rationale / justification - How the research will fill any gaps and/or contribute to the field of research or contribute to existing or improved practice: 
There is currently no head-to-head comparison between needles used to take samples. Current evidence suggest that VisiShot needle provides first pass successful rate of 64% and it increases with subsequent passes. This means that patients need to have multiple needle puncture until a satisfactory sample is obtained. The new Acquire needle is claimed to have a better first pass success rate with more tissue obtained per pass which would mean shorter procedure time, and more likely to get a pathological diagnosis.

	Hypothesis - What is the scientifically valid research question being asked? 
1. Does needle type affect the quality of specimens submitted to pathological analysis?

	Aims - What do the investigators intend to achieve with this research project? 
We are aiming at improving quality of pathological specimens (which would impact diagnostic accuracy) and reduce procedure time by having fewer needle passes.

	Objectives - How will investigators achieve the aims of the research project? 
1. Does needle type affect quality of first sample taken during procedure?
2. Does needle type reduce number of passes for each nodal group and therefore reduce overall procedure time?
3. Is the quality of submitted specimen to pathology affected by needle type?
4. Does needle type reduce the risk of having a failed procedure (ie needing another procedure to confirm diagnosis)?

	Expected outcomes - What do the investigators anticipate the outcomes of this research will be?:
We anticipate that Acquire will have better diagnostic yield and shorter procedure time reducing healthcare costs.





Study design
Describe the research methods to be used in the study. Note, data collection and data analysis methods will be addressed later. 
It should be clear how the design and methods will adequately address the research question and aims. Information provided by the Centre for Evidence Based Medicine may assist emerging researchers with study design terminology.
If the project is made up of components or will be delivered via a number of phases, as for example in a mixed methods study, describe each component/phase and time frame for its delivery. 
	Anticipated start and finish dates: 
17/08/2021 until 28/02/2022 or until 120 patients recruited, whichever comes first.

	Study Sites/Settings: 
Single site – Lyell McEwin Hospital

	Methodology - clearly describe the specific procedures or techniques that will be used to answer the research question and meet the aims. 
Patients undergoing TBNA EBUS will be randomised into either Acquire needle group or VisiShot needle group. Randomisation will be stratified based on mediastinal or hilar lymph nodes being the first target for biopsy. Patients and pathologists are blinded but not bronchoscopist. Since both groups are having same procedure (sampling of lymph nodes), this is not an intervention study but a comparative study comparing 2 needles for obtaining a tissue diagnosis. Only first pass will not have suction (research shows suction does not influence quality of sample and we are eliminating suction from first pass to ensure validity of our results). For other passes, it is up to the treating doctor to decide to use or not to use suction and this decision is not affected by participation in this study (this is a routine practice).

[bookmark: _GoBack]Participants, who could not tolerate bronchoscopy (ie sedation is not enough and procedure is abandoned), require repeat procedure under general anaesthesia (standard practice). Those participants remain in their group unless they withdraw from study.

	Consumer and Community engagement – investigators are encouraged to consult with Consumer and Community groups with the design of their research.  Please outline any consultation that has occurred.
N/A

	What are your outcomes for the research and how are they measured? 
The main outcome is whether one needle type is associated with better diagnosis (ie cells within first pass) and whether there are sufficient samples for ancillary studies. See data collection sheet for details.

	Inclusion criteria – detail the characteristics that clearly describe the study population that are required for a participant to be included in the study: 
All patients referred to TBNA EBUS that meet the following criteria:
· Adults (defined as older than or equal to 18 years of age). There is no upper limit of age provided participants can consent.
· Outpatient/Elective admission to perform the procedure
· Not on anticoagulation (or withheld prior to procedure). Aspirin is ok
· Able to consent
· First TBNA (linear) EBUS (not a redo procedure and no linear EBUS with last 8 weeks). Repeat EBUS due to participants intolerance is considered to be failure of bronchoscopy/sedation rather than failure of biopsy needle. The failed procedure results will be not be counted 
· At least 1 lymph node size 


	Exclusion Criteria - detail the characteristics/ basis on which prospective participants will be excluded from the study: 
· Unable to consent, this includes but not limited to participants with dementia, intellectual difficulties, or inability to communicate.
· Contraindication to taking biopsy – ie on anticoagulation or dual antiplatelets therapy within 48 hrs of procedure or INR > 1.5
· Inpatients (due to being sick, likely less time to consider participation and making an informed consent). To clarify, inpatients refer to patients who were admitted via emergency department and does not include elective admission to facilitate a procedure or investigations such as who live far away from Lyell McEwin Hospital.


Storage of blood and/or tissue samples
Please refer to the National Statement 3.2 for guidance on consent, collection and storage. 
Please delete this section if not relevant.
☒ Not applicable for this research study
Participant selection and activities 
Explain how participants will be recruited (e.g. for trials) or data will be selected (e.g. for a registry). 
Describe sources and methods that will be employed in the identification and recruitment/selection of potential participants (e.g., clinics, referring doctors, adverts, and time periods) or of historical data (e.g. medical records, databases). 
You should make a distinction between how you will recruit/select control participants compared to other groups if performing a comparative intervention.
	How will participants be recruited into the study?  Please provide a detailed step by step description of the recruitment methods i.e. flyers, adverts, direct approach, invitation letter etc.
All patients undergoing TBNA EBUS at LMH are referred via Thoracic Procedure Suite where actual procedure is performed. All patients are seen by (or discussed with) a respiratory physician for assessment prior to book this procedure. Respiratory physicians in LMH (and also in working in private) will be given flyer and patient information sheet to display in waiting rooms and also inside clinics. The flyer will have a QR code for electronic form of patient information sheet and also a online consent if participants wish to consent online. Another source of referrals to respiratory physicians for this procedure is oncology/haematology clinics where flyer and patients information sheet will be given to doctors there to give it to eligible participants.

A member of research team (who is not the referring physician to this procedure) will approach participants prior to procedure to check if they have thought about this research project and if they are willing to participate.

	How will they be approached? Which staff / research team members are approaching the participants? When is this occurring? I.e. clinic, inpatient.
Eligible participants would be given patient information sheet and consent form at the time of booking their procedure by their respiratory physician. Local booking policy requires a minimum of 7 calendar days to book a procedure. This means that participants have time to read and consider participation. They will also have contact details if they wish to discuss the project further and they also have the opportunity to discuss the project with their local doctor, family or friends. This is to ensure participants are not felt “pressured” to make a decision on the spot. Research team member will approach patients during pre-admission process to check if participants have questions or concerns (there is a dedicated bay for assessment and consenting of patients undergoing bronchoscopy procedures. This team member is NOT the treating physician).

	How are they identified as possible participants? - 
All patients referred for mediastinal lymph nodes biopsy are eligible except those who meet exclusion criteria mentioned above. The procedure is only done at Thoracic Procedure Suite at LMH (for NAHLN participants) and therefore it is the only place where we can identify possible participants. Research team members also work in this suite performing procedures 3 days a week.

Pre-screen for eligibility – waiver of consent
The recruitment method must be compliant with the Health Care Act 2008. If you need to access a patient’s medical records to pre-screen for eligible participants, and you do not have prior patient consent to do so or are not part of the patient’s clinical care team,  you will need to apply for an exemption under 93(3)(f). 
Are you requesting a waiver of consent to pre-screen? 
 ☒ No – I am part of the patient’s clinical care team.
 ☐ Yes
  Under s93(3),(f) of the Health Care Act 2008, we wish to apply for an exemption of patient consent to access their personal information for research purposes.  In order to identify suitable participants for this research project, <specify who or a title i.e. study coordinator> will be required to access <specify what is being accessed>, prior to obtaining consent from the patient.

	Participant commitment -What will their participation involve? I.e. study visits, procedures, tests, tissue samples, questionnaires, wearing of any devices: 
Participants’ commitment is minimal for this study as we are comparing 2 needles for taking biopsy (biopsy is indicated for staging or diagnosing their condition). We will, however, call (or text) participants in a week to ask if they had any complications. 

	Participant follow up – how are participants monitored during the study? - 
1 phone call review to enquire about complications (unplanned visit to ED, development of pneumothorax, or haemoptysis). Taylar Tallboy (co-investigator) will perform these reviews while she is blinded to treatment allocation.



Consent 
Please refer to the National Statement 2.2 for guidance on consenting participants. 
Where possible, informed consent should be sought from individuals to participate in research or to access their data for research purposes.
If patient data is accessed without consent or an approved waiver of consent, you are in breach of the Research Governance Directive, The National Statement, the SA Health Ethics Policy and the SA Health Privacy Policy
Consent can provided in writing, implied (i.e. by return of a survey), opt in, opt out or verbally.
If consent cannot be obtained from the participant, a waiver of consent can be applied for which is reviewed and approved by the SAC HREC.  The waiver of consent must be justified using the National Statement chapter 2.3.9 and 2.3.10 (a) to (i) below.
The investigator(s) should:  Determine, according to level of risk to participants, who of the study team is appropriate to lead the participant informed consent process. This should be documented on the “Delegation of Duties” log. (ICH GCP 5.7)
	Waiver of consent
Are you requesting a waiver of consent?
 ☒ No 
 ☐ Yes


	How you will be obtaining consent and/or what alternatives you will be using? 
The QR code provided with flyer will show patient information sheet and also an online consent form where participants can consent online. A research member will also meet participants in person prior to procedure to confirm that participants are still willing to participants.

	Which investigators will issue the information sheets and consent forms? 
Principal investigator, Dr Alawami, will issue the information sheets and consent forms and will maintain them. However, handing information sheets or getting consent may be done by other research members such as co-investigators.

	How much time will participants have to consider participation? 
It is anticipated that participants have at least 7 days to consider participation (the minimum timeframe between booking the procedure and procedure date). As we are not recruiting inpatients, it is unlikely that we recruit any patient who would have less than 7 days to consider participation.

	Please specify which investigators will obtain consent from participants: 
Dr. Moayed Alawami (PI), Dr. Thanuja Singankutti Mudalige, Dr Shanka Karunarathne, Taylar Tallboy

	Will there be an opportunity to confirm or renegotiate consent during the research project: I.e. the capacity of the participant changes or the terms of consent/ participation changes.
☒ Yes
☐ No
Since participants will be consented prior to procedure, they can withdraw immediately before procedure if they wish. In addition, participants have the right to withdraw after participation (ie not using their information/data collected during procedure or withdraw from follow up).

	Who will be confirming or renegotiating consent with participants? 
As this a cross sectional study, it is unlikely that participants will draw their consent or needing to renegotiating consent after participation but still have the right to do so and their wish will be respected by removal of their data from analysis.
What process will be undertaken and how will participants be supported through this process?  
Participants will be offered to discuss participation in this project with their family if they wish and have the opportunity to get another opinion from their local doctor about participating in this study.


Ethical considerations
	Please describe the risk and burden associated with your research.  The National Statement chapter 2.1 provides guidance and advice on the definition of risk and how to gauge and manage it.
Our study compares 2 types of needles (both are available for clinical use and are approved by Therapeutics and Goods Australia). Some institutions use one needle as their default needle while others use the second needle as their default. Both needles are currently used and both are considered to be current standard of care. All participants recruited will have an indication for pathological examination mediastinal lymph nodes (either for staging of lung cancer, or diagnosis of thoracic malignancy or extra-thoracic malignancies with mediastinal lymph nodes involvement). As mediastinal lymph nodes do not have nerve innervation, it is unlikely that participants have any risk related to needle type per se but related to bronchoscopy procedure in general (such as sore throat, cough or haemoptysis). As with any biopsy, there is a risk of bleeding and an infection regardless of being enrolled in this study or not.

	How will any risks be managed?  
With regard to bleeding risk, standard practice is to instil cold saline and/or adrenaline to reduce bleeding. This would at discretion of bronchoscopist Dr Karunarathne (very experienced interventional pulmonologist). As a precaution, we will perform bedside INR testing (a measure of how thin blood is) and this will be taken at time of intravenous line insertion as a pre-procedure routine. Any suspected case of iatrogenic infection will be provided with standard antibiotics according to site infection (for example, if participant develops pneumonia then Augmentin Duo Forte would be given in case of no allergies). 

In addition, an interim analysis will be conducted after recruiting 50 patients to ensure there is no harm that has occurred due to our study. If interim analysis shows any safety concerns beyond what would be expected then we will suspend the study and notify hospital and HREC of such concerns.

	Benefits – please identify and explain the expected outcomes and benefits of the study 
1. We expect that Acquire needle will have shorter procedure time and less likely to miss a diagnosis of cancer.
2. We expect that Acquire needle group will not need another TBNA EBUS for confirmation of diagnosis.

	Does a dependant or unequal relationship exist between the participant and the researcher? Please refer to the National Statement 4.3 for advice and guidance on how to manage this.
☐  Yes -
How will the dependant / unequal relationship be managed? Click here to enter text.
☒  No

	Conflicts of interest: Please refer to the National Statement chapter 5.4,  and your institutional policy for guidance.
☐  Yes
☒  No


Data management plan
Describe how participants’ privacy and confidentiality will be protected. As per the National Statement 3.1.45, researchers must have a data management plan in place. The disposal of research records must be made in accordance with The State Records Act 1997 (the Act). Under that Act records must be disposed of as outlined in the general disposal schedules. 
Public health institutions fall under general disposal schedule 28. As per item 6 of general disposal schedule 28, the researchers records of research including results, notes, completed questionnaires, signed consent forms, data, reports, and study findings must be kept for 15 years after the research project has been completed before being destroyed. This includes all types of research.
Universities fall under general disposal schedule 24. As per section 9 of general disposal schedule 24 research data records should be kept for duration according to the nature of the study. For short term research projects such as study research projects, data should be kept for 1 year after last action. Research data from clinical trials should be kept for 15 years after action completed. All other research data and results should be kept for 5 years after publication, conclusion, or abandonment of the project. Data should be destroyed after the mandatory retention period. 
Unless informed consent has been obtained from the participant, or legally authorised person, or the HREC has expressly approved otherwise, personal information used or disclosed for research purposes, must be de-identified.  
Only SA Health employees will perform the de-identification process prior to releasing the information for research purposes.

	Who will collect the study data / information? Only SA Health employees can access patient data for research purposes. Students and non-SA Health employees cannot access patient records for research purposes under any circumstances.  
Dr. Moayed Alawami (PI), Dr. Thanuja Singankutti Mudalige, Dr Shanka Karunarathne, Taylar Tallboy

	What type of data will be used?
☐ Data that has never been labelled with individual identifiers or from which identifiers have been permanently removed, and by means of which no specific individual can be identified. 
☐ Identifiable - data that contains an identifier or combination of identifiers i.e.name, date of birth, image, address, URN
☒ Data in which identifiers have been removed and replaced by a code, but it remains possible to re-identify a specific individual by, for example, using the code or linking different data sets. 

If the data being used has the potential to identify a patient, please justify and describe how accidental re-identification will avoided:
Once data collection been completed, URN/names of participants will be removed, and statistical analysis will be performed on non-identifiable data. Dr Alawami (PI) will perform statistical analysis and there is no one outside research team who can access data (data will be password protected).

	If the participant’s medical records are being accessed - please state where the information is being collected (i.e., registries or databases, medical records, EPAS, OASIS): 
OASIS: to check if participants have attended ED or admitted or have developed pneumothorax.

	Data sets - please list the data sets being collected, and provide a copy of the data collection sheet
See data collection sheet (attached).

	What format will the data or information be stored? 
In electronic format to facilitate data analysis. Redcap (a secure we application that is designed with highest security specifically designed for clinical trials) will be used to capture data.

	Please provide details regarding training of the research team on maintaining the integrity and security of the data  - 
Dr Alawami has a current “Good Clinical Practice” certificate and is registered as a statistician with the Statistical Society of Australia.

	What conditions can the data be accessed or granted to others? 
Only research team members have access to data. No other party will have access to data.

	How will the research data be stored and what security measures are in place to protect it during the research? It is not appropriate to store research data on a USB or personal computer.
Hard copies of consent forms and data collection tools will be stored in a folder in Thoracic Procedure Suite (swipe access needed). Electronic copies consent forms will be stored securely with password protection. Data will be collected using Redcap (either via mobile or desktop) with an option of physical paper in case electronic system fails. Once data transcribed into an electronic form, the excel sheet will be password-protected and would be used for data analysis.

	How will you provide access to, disclose, use/re-use or transfer the data to other sites? 
It is a single-site study, so we won’t provide access to other sites.

	How long will the data be retained for? 
☒  The data will be kept for 15 years – for all SA Health research
☐  The data will be kept for 5 years – for all University research,

	What plans are in place to store / archive the study data once the research is completed? 
Data will be stored in respiratory hard drive (only respiratory department in LMH can access that and access is granted by IT once head of department approves access).
What is the archive plan if the chief investigator leaves the institution and no longer has access to the study data?
The respiratory department would be still be able to access data if chief investigator has left. The data will be destroyed after 15 years of collection.

	How will the study data be destroyed? 
Hard copies will be put in confidential clinical paper bin where they will be shredded.

	Who is responsible for the study data disposal? 
Dr Shanka Karunarathne.


Analysis
Clearly detail the statistical analysis methods that will be used to meet the study aims and/or test the study hypothesis.  
	Matching and sampling strategies:  
Participants will be randomised (1:1 ratio) to either Acquire or ViziShot needles. Computer generated random numbers will be used. Randomisation will be stratified by the first targeted lymph node (mediastinal or hilar lymph nodes).

	Accounting for potential bias, confounding factors and missing information: 
As it is a randomised trial, we expect potential bias and confounding factors will be minimal. 

	Sample size and statistical or power issues – Make sure the size and profile of the sample to be recruited is adequate to answer the research question – please provide details: 
We anticipate that Acquire needle has 87% successful first pass while ViziShot has 64% successful pass rate. Based on these estimates, a sample size of 108 (54 in each group) provides a power of 80% to detect this difference.

	How will you measure, manipulate and/or analyse the information collected? 
Dr Alawami (a statistician) will analyse data using R statistical software.

	Data linkage – what linkages are planned or anticipated? 
N/A

	Participants may withdraw from the study by choice, what impact will a participant withdrawing have on the data and how will this be responded to? 
Participants can withdraw anytime. As this a cross-sectional study, it is unlikely that we have missing data and we will recruit other patients in lieu of those who drop out.


Results, reporting, outcomes and future plans
Once you have received ethics and governance authorisation for your research project, there are the following mandatory reporting requirements you must adhere to as per The National Statement chapter 5.5:
· Annual review – this is required annually for the life of the audit, on the anniversary of the approval date.
· Final report – this is required to be submitted on completion of the audit. 
Failure to submit the required reports is a breach of the NHRMC Australian Code for the Responsible Conduct of Research R17, R22, the National Statement chapter 5.5 and the terms and conditions of the ethical approval of the study. This failure to submit the required report may result in the ethics approval being withdrawn and the application closed.
	Please detail your plans for the return of the research results to the participants: 
The findings will be relevant to interventional bronchoscopists (doctors who are trained in performing mediastinal biopsies) and may not be relevant to participants. However, participants will be asked on consent form if they wish to be notified of the outcome of this project. Search to non-specialist audience.


	What are your plans for dissemination and publication of project outcomes: 
It is anticipated that our project will result in a publication in peer-reviewed journal. In addition, we plan to present our results in national or international respiratory conferences such as Thoracic Society of Australia and New Zealand annual conference.

	Please detail other potential uses of the data at the end of the project: 
The data collected will be used solely for this this project and we do not anticipate any other potential uses of data as this a cross sectional study rather than a longitudinal study.

	What are your plans for sharing and/or future use of data and/or follow-up research? i.e. anticipated secondary use of data: 
There is no current intention of following up participants beyond what is required for this study (ie a week phone follow up to check on complications). 

	What is the project closure process? I.e. a final report will be submitted to the HREC, where the study data and/or samples will be stored?
A final report will be submitted to the HREC at the conclusion of our study. It is anticipated that final report will be available within 6 months of recruiting our final participant. 
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