Participant Information Sheet/Consent Form
Non-Interventional Study - Adult providing own consent
A Non-Interventional research project involves clinical research where no interventional treatment is given to participants other than their routine care.  It does not involve the administration of an investigational product, treatment or procedure. Examples include observational research and monitoring of participants.
Instructions for Creating a Participant Information Sheet/Consent Form 
( This template is a guide only.  Non-Interventional research is a very broad area; the template should be adapted to suit the particular research project.
( For projects that involve trialling a clinical drug, procedure or device, one of the other participant information and consent form templates should be used.

( If more than one Participant Information Sheet/Consent Form is required for your research project, please label the different forms clearly for the different participant groups.  Please note that if there is a sub-study, a separate form is required.

( There are 20 numbered sections in this template. Please ensure that all relevant sections are included and numbered appropriately in your final document. These headings are included to ensure that all the National Statement and ICH/GCP elements are addressed.
( You should delete any headings and sections that are not relevant to your study and/or modify paragraphs so that they are relevant to your study.

( In this template, there are prompts for the content of your Participant Information Sheet/Consent Form (in orange italics) and instructions regarding the format of your document (in blue italics). Please ensure that you delete all prompts (orange italics) and instructions (blue italics) from the final document.  

( Preferred language recommendations for use in your Participant Information Sheet are in black text with a border around paragraphs. Ensure that the border is removed from the ‘Preferred language’ sections in the final document.  Note that this formatting does not apply to section 20 or to the Consent Form.
( If institutional letterhead/logo is to be used, leave space for the letterhead/logo in accordance with the institution’s requirements.

( Include the version date of the document in the footer of each page.  Do not use the ‘automatic’ date insertion function.

( Use the ‘1 of X’ pagination option. Ensure that all references to version date or pagination in the text are correct and consistent with the information in the footer.

( Do not include a place for initialling the document on each page.

( Study participants should be referred to as ‘participants’ and not ‘subjects’ or ‘patients’.

( References to the National Statement (NS) and ICH/GCP Guidelines are noted in relevant sections as footnotes for your information only and do not need to be included in the final document.
( This guide proposes preferred language for some sections of the Participant Information Sheet/Consent Form. This preferred language may be the totality of what is required for the section or it may be a series of suggested phrases to be used along with other information in the section, as indicated by the guidelines pertaining to the section.

( The reviewing institution may have additional preferred language or standard clauses that you are required to include. Please check with the relevant HREC administration to determine whether additional requirements apply.

( Language used should be readily understandable by the participant (Grade 8 reading level or below) and include Australian spelling of words.

( If translated Participant Information Sheet/Consent Forms are to be used, please check with the relevant HREC administration in case additional requirements apply. 

( You should state whether an interpreter will be used in the consent process and/or during the collection of data.

( Text should be at least font size 11 in an easily readable font style.

( Ensure that all font styles and sizes, bolding, italicisation and underlining are intended and that any variations are consistent throughout the document. 
( Please ensure that your final document is proofread.
   This space is reserved for use by jurisdictions or institutions for instructions regarding version control of Participant Information and Consent Forms or other matters specific to jurisdictions or institutions.
Insert Header with institution’s name or institution’s letterhead
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Dr Peter Simpson, University of Qld Centre for Clinical Research

Dr Andrew Dalley, University of Qld Centre for Clinical Research
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Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project, Streamlining lung cancer diagnosis through genomic testing of cytology smears This is because you have enlarged lymph nodes of the CT scan which need to be sampled. The research project is aiming to study the way we take samples of the node to give better information, in particular about the genetics of the sample.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and research involved. Knowing what is involved will help you decide if you want to take part in the research.

Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or local doctor.

Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:

• Understand what you have read
• Consent to take part in the research project
• Consent to the tests and research that are described

• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.

2 
What is the purpose of this research?
Your doctor has arranged for you to have a bronchoscopy (a procedure under a sedative where a thin telescope is passed into the lungs ). This is because of a concern about cancer. This will allow samples to be taken so that lab testing can be done on them to tell if cancer is present. The samples are taken using a thin needle through the bronchoscope from particular sites (lymph glands) next to the bronchial tubes - these may contain cancer. Not all cancers are the same, and different cancers can have different treatments. One way to tell the difference is to test the genes in the cancer, (the “signature” of the cancer) and we commonly do these tests. Lung cancer is sometimes treated with new medications which target the genes of the cancer. To give these treatments you need to know the exact gene changes of each different tumour. This is the tumour "signature" and allows personalised treatment of each patient.  
What is genetic research? Genes are made of DNA – the chemical structure carrying your genetic information that determines many human characteristics such as the colour of your eyes or hair. Understanding a person’s genes also may be able to explain why some people respond to a treatment, while others do not, or why some people experience a side effect and others do not. There are several common ways of obtaining a sample of DNA including from a blood sample or in the case of cancer DNA from tumour cells. When your sample arrives at our laboratory, we extract DNA from it. Scientists use centrifuges and chemicals to purify the cells and to extract purified DNA from these cells.  The purified DNA will be used to screen for DNA changes in the tumour and normal sample.
This study will explore the best way of taking the samples with the needle so that they give the best and most informative results   It will be done on the same number of samples as usual and does not require any change to the way the bronchoscopy is done and you will not feel any different because all of the tests will be done in the lab, not at the time of the bronchoscopy. New cancer signatures are often being found in labs around the world. The present way of finding this signature is time-consuming, costly, and only tests one gene at a time. We want to investigate a better way of getting this tumour signature. New devices can measure genes in tumours quickly and efficiently, and look for changes in thousands of genes in one sample. This is called Next Generation Sequencing. In addition it allows tiny amounts of tumour to be used, rather than take big extra biopsies. This is better for the patients because they will not need extra tests. The samples from this study will be used to trial a method used in other cancers- to look at all of the genes (not just a select few) in the cancer. This is called Whole Genome or Whole Exome Sequencing. This has not been done before in these types of samples. Our lab will still do all the usual tests for genetic mutations which your doctors will use for making decisions about your treatment. In this study we will compare those standard tests with this new way of examining all the potential abnormal genes in the cancer, not just those few genes. 

This research has been initiated by the study doctor, Dr David Fielding
 3
What does participation in this research involve?
A study consent form will be signed prior to any study assessments being performed.
The study will be undertaken as part of the bronchoscopy you have been scheduled for- there will be no additional samples from the lymph node taken than you otherwise would have had. The only additional test will be a blood test which the doctor will take when the cannula is inserted for the procedure.
During the procedure the doctor will be making some subtle changes to how the needle is sampling the lymph node in two ways- one will be the number of times the needle is moved in and out within the node, and the other is the way the sample is put onto the slide for the scientist and pathology expert to review it. None of these things will change the length of the procedure, and the goal of the procedure is still to find out the diagnosis of the lymph nodes. The important way this happens will be the same as usual, namely that all samples will be looked at with a microscope by the pathology specialist in the procedure room.
All of the treatment you have resulting from any diagnosis which is made in the procedure will be the same, including all follow-up and other team consultations.

The research will be monitored for side effects of the procedures in our Departmental Morbidity and Mortality meeting. The results of the detailed genetic analysis will be as per usual process- all samples have standard lab testing for genetic abnormalities anyway and this will not change. No specific video recordings of the procedure will be used in the study; we record all our bronchoscopy procedures anyway but just for our quality control, rather than using the recordings for the research. There are no costs associated with participating in this research project, nor will you be paid. 
4
What do I have to do?

You only have to do the bronchoscopy to be done in the usual way as discussed with your doctor. The results of the new type of genetic testing (Next Generation Sequencing, NGS) will be for research purposes only. That is, the results of NGS will not affect your treatment. The only extra sample you will have taken is a blood sample.
5
Other relevant information about the research project

Lung specialists and Scientists at the Royal Brisbane and Women’s Hospital and University of Queensland will spearhead research to give lung cancer patients the latest genetic tests to provide a clearer picture of their disease and how best to treat it. The study builds on previous research which shows these types of specimens are ideally suited to this type of testing to rapidly give information on many genes in one go, not just testing single genes one at a time. Teams from 2 other Queensland hospitals are involved. A total of 140 patients will be taking part in the study. With the best new treatments doctors need information about the details of the DNA of the cancer, the genes, so they can match the treatment to the gene abnormality. The study aims to improve the way to sample lung cancer using a small camera to reach lymph nodes in the lung. Very importantly this new method should significantly improve the samples to make them ideal for very rapid analysis to obtain the information about the all-important genes.

6
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep. Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Royal Brisbane and Women’s Hospital. If you decide to take part and later change your mind, you can withdraw from the project at any stage and we will no longer use your data or samples. It is possible that the results of this research project may have already been published and/or presented in a variety of forums. However, in any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your express permission.

7
What are the alternatives to participation? 

You do not have to take part in this research project to receive treatment at this hospital.  

8
What are the possible benefits of taking part?

There will be no clear benefit to you from your participation in this research. The extra tests will not directly affect your own treatment however could benefit others in the future. We often sample lymph nodes in the chest with a bronchoscope. We think these samples could be ideal for this type of personalised testing. At the moment only the "one gene at a time" approach is used. We think next generation sampling can be applied instead, allowing rapid assessment of thousands of genes in one lymph node sample. We cannot guarantee or promise that you will receive any benefits from this research, however possible benefits may include rapid confirmation of tumour signature on small samples. It would also open the way for future treatments to be applied as new cancer signatures and matching cancer medications are developed. 
9
What are the possible risks and disadvantages of taking part? 
During the bronchoscopy procedure there are no additional risks to you within the study, as there are not changes in the bronchoscopy procedure you are scheduled for. The risks for the bronchoscopy procedure are listed in the Bronchoscopy Information Sheet and Consent form. The bronchoscopy test requires full explanation and consent in its own right in the usual way. You can suspend or even end participation in the project if distress occurs. A blood sample will be collected and there are no major risks associated with a blood test. Most people feel uncomfortable when the needle is put in your arm to take blood. It is possible there may be some bruising, swelling, or bleeding where the needle enters the skin. All blood samples will be taken by trained personnel who are qualified to manage any such problems. There may be additional unforeseen or unknown risks. 
In rare cases when we do these types of studies some unexpected findings come up in your normal cells. Some patients may carry a gene variant which places them or their relatives at increased risk of developing certain rare types of disease including cancer. At the time of consent you will be asked if you would like to be notified or such rare findings. If you would like to receive such information then if necessary after review we will pass this information back to you via your treating doctor: There are specific genetic abnormalities which have been shown to be associated with disease and may require follow-up and if one of these is identified in your DNA we would discuss it first with our Genetic Medicine expert colleagues, then if they agreed it was significant we would arrange for their review of your case. If you would like to be informed the study team would notify you of genetic information that may be important for their health in this regard, and you would be provided access to genetic and clinical advice and counselling here at Royal Brisbane and Women’s’ Hospital.  Such advice and counselling will be provided by professionals with appropriate training, qualifications and experience. Statutory or contractual duties may then require you to disclose that information to third parties (for example, insurance companies or employers), particularly where the results provide meaningful information about your health prospects.  
10
What will happen to my test samples?

Most importantly the samples from the lymph node will be sent for analysis in the hospital laboratory to confirm whether cancer is present. If there is cancer you will be notified at usually clinical follow-up after the bronchoscopy.

Part of the samples taken during the bronchoscopy will also be used for the research questions outlined above. Samples are prepared in the bronchoscopy room to look at under the microscope to see if cancer is present. This helps us confirm that the procedure is getting the material we need to make the diagnosis. These slides samples are normally not used after the procedure- only the usual other larger amounts kept in different containers have ongoing tests. This means we can use the slides from the bronchoscopy room for extra research tests- first we will take a detailed photograph of them to keep as a record in the hospital lab. Then the material will be removed from the slide and the DNA within the cells will be extracted. DNA from the blood samples will also be extracted. We will send some of these samples to QIMR Berghofer who will use a machine to measure the quality of the DNA and how much of the DNA is from tumour cells. Then the DNA will be sent to a DNA sequencing facility who perform sequencing as a service (for example genome.One in Sydney, Australia) and they will arrange for the DNA from your blood and cancer to be examined by a very sophisticated machine which can look at every gene (many thousands) at the same time. This is so we can identify faulty gene or changes in the DNAs specific to the cancer. 

Also we process the sample with a technique called PAP which shows the cells on a slide under a microscope. Usually we make these slides in the bronchoscopy room but in this study we will make the PAP slides with a different method called THIN PREP. So you will still have the PAP slide made for the pathologist to review, but in addition the remaining THIN PREP material can be used for analysing DNA. This is a slight change from usual practice but importantly it does not change the needle method and the usual analysis can still be done.
All information specific to the patients and samples (including sequence data and genetic analysis performed) and the information regarding the data derived from these samples (including type of data, process used to generate data) will be stored in a patient de-identified LIMs database (laboratory information system). The LIMs will be managed by co-investigators at Queensland Institute of Medical Research (QIMR) Berghofer.
After this research project is complete, your sample and de-identified research data will be retained and, with your consent, may be used in future research studies. Future studies may or may not be related to this project and may be conducted by other research groups, nationally and internationally. You will not be notified about future use of your samples and de-identified research data, but any study using your samples and de-identified research data will require approval by a Human Research Ethics Committee or similar body before proceeding.

There will be no additional risks to you if you give consent for us to use your sample and de-identified research data in this way and you can request to have your sample destroyed at any time by contacting the Principal investigator.

11
What if new information arises during this research project? Sometimes during the course of a research project, new information becomes available about the tests being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue
13 What if I withdraw from this research project? If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing.  If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the investigators up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project. Therefore it is possible that the results of this research project may have already been published and/or presented in a variety of forums. However, in any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your express permission.
15
What happens when the research project ends?

All your treatment will be provided for you by your doctors at the hospital including all necessary treatments based on genetic tests performed by the RBWH pathology laboratory in the usual way.  
Part 2
How is the research project being conducted?

16
What will happen to information about me? 

By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. A study number will be assigned to research specimens so that researchers performing genetic analysis cannot know your personal details. Yours specimens would only remain identifiable for the purpose of reporting the lab diagnosis for your doctor which would be the normal process for handling samples from a bronchoscopy. Your personal information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law. Results of the data would be kept in locked filing cabinet and on a secure IT (Information Technology )server for 15 years by the Principle Researcher Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the research team accessing health records if they are relevant to your participation in this research project. It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified Information about your participation in this research project may be recorded in your health records.In accordance with relevant Australian privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document if you would like to access your information.Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.
 17
Complaints and compensation
f you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
18 Who is organising and funding the research?
This research project is being conducted by Dr Fielding and Research team.No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).
19
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of Royal Brisbane and Womens Hospital 

This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

20
Further information and who to contact
The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on 36467631 or any of the following people:
Clinical contact person

	Name
	Dr David Fielding

	Position
	Thoracic Physician RBWH

	Telephone
	36467631

	Email
	David.fielding@health.qld.gov.au


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:
Complaints contact person

	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	Royal Brisbane and Woemns Hospital Human Research Ethics Committee

	HREC Executive Officer
	[Name]

	Telephone
	[ HREC Executive Officer Phone number]

	Email
	[ HREC Executive Officer Email address]


Reviewing HREC approving this research and HREC Executive Officer details
Local HREC Office contact (Single Site -Research Governance Officer)
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


Consent Form - Adult providing own consent
Royal Brisbane and Women’s Hospital
	Title
	Streamlining lung cancer diagnosis through genomic testing of cytology smears

	Protocol Number
	[Protocol Number]

	Coordinating Principal Investigator/ Principal Investigator
	Dr David Fielding, MBBS, FRACP, MD, Thoracic Medicine, Royal Brisbane and Women’s Hospital, Ph 36467631

	Associate Investigator(s)

	Dr Mahendra Singh, Department of Anatomical Pathology, Royal Brisbane and Women’s Hospital,

Dr Sunil Lakhani, Department of Anatomical Pathology, Royal Brisbane and Women’s Hospital,

Dr Lakshmi Nandakumar, Department of Anatomical Pathology, Royal Brisbane and Women’s Hospital,

Dr Farzad Bashirzadeh, MBBS, FRACP, Thoracic Medicine Royal Brisbane and Women’s Hospital, Ph 36467631

Dr Peter Simpson, University of Qld Centre for Clinical Research

Dr Andrew Dalley, University of Qld Centre for Clinical Research

Dr Katia Nones, Queensland Institute of Medical Research, Berghoffer Institiute

Dr Nicola Waddell Queensland Institute of Medical Research, Berghoffer Institiute



	Location 
	Royal Brisbane and Women’s Hospital



Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand. 

I understand the purposes, procedures and risks of the research described in the project.

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the project without affecting my future health care.

I understand that I will be given a signed copy of this document to keep.

 .
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.

Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 
Note: All parties signing the consent section must date their own signature.

Form for Withdrawal of Participation - Adult providing own consent
Royal Brisbane and Women’s Hospital
	Title
	Streamlining lung cancer diagnosis through genomic testing of cytology smears

	Protocol Number
	[Protocol Number]

	Coordinating Principal Investigator/ Principal Investigator
	Dr David Fielding, MBBS, FRACP, MD, Thoracic Medicine, Royal Brisbane and Women’s Hospital, Ph 36467631

	Associate Investigator(s)

	Dr Mahendra Singh, Department of Anatomical Pathology, Royal Brisbane and Women’s Hospital,

Dr Sunil Lakhani, Department of Anatomical Pathology, Royal Brisbane and Women’s Hospital,

Dr Lakshmi Nandakumar, Department of Anatomical Pathology, Royal Brisbane and Women’s Hospital,

Dr Farzad Bashirzadeh, MBBS, FRACP, Thoracic Medicine Royal Brisbane and Women’s Hospital, Ph 36467631

Dr Peter Simpson, University of Qld Centre for Clinical Research

Dr Andrew Dalley, University of Qld Centre for Clinical Research

Dr Katia Nones, Queensland Institute of Medical Research, Berghoffer Institiute

Dr Nicola Waddell Queensland Institute of Medical Research, Berghoffer Institiute

	Location 
	Royal Brisbane and Women’s Hospital



Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with [Institution].
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.

	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
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