Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
An Interventional Study is defined as administration of a drug, device or procedure that is not part of routine care, including all phases of a clinical trial.

Instructions for Creating a Participant Information Sheet/Consent Form 
( This template is a guide only.

( For projects that do not 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.
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Gastrointestinal eradication of multi-resistant gram negative bacteria by faecal microbiota transplantation
Gastrointestinal eradication of multi-resistant gram negative bacteria by faecal microbiota transplantation
Gastrointestinal eradication of multi-resistant gram negative bacteria by faecal microbiota transplantation

	Title
	Gastrointestinal eradication of resistant 

Gram negative bacteria by faecal microbiota transplantation (FMT)


	Coordinating Principal Investigator/ Principal Investigator
	Dr. Lito Papanicolas

	Associate Investigator(s)
	Dr Sam Costello, Dr Morgyn Warner
Dr Renjy Nelson, Dr Rob Bryant

	Location 
	The Queen Elizabeth Hospital






Part 1
What does my participation involve?

1
Introduction
The Department of Infectious Diseases at the Queen Elizabeth Hospital would like to invite you to participate in a study.  This is because you have suffered from recurrent infections with resistant Gram negative bacteria (RGNB) and are likely to be carrying these bacteria in your gut.  This study looks at a new way to clear these bacteria from your gut. The treatment is called faecal microbiota transplantation (FMT). 

FMT involves the collection of stool from healthy donors which is then transferred into the gut of the recipient (yourself in this study). The donors are extensively tested to make sure they do not carry infections or have any other health problems.  The goal of the transplant is for the healthy bacteria in the donor stool to out-compete the multi-resistant pathogenic bacteria that are causing recurrent infections in the recipient.  
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments 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 your 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 have the tests and treatments 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?
To be included in this study you will have already experienced recurrent infection with a RGNB. These are bacteria (sometimes called “germs” or “bugs”) that normally reside in the gut.  In your case these normal bacteria have increased resistance to antibiotics making infections difficult to treat.  These bacteria sometimes travel to other parts of the body such as the urinary tract, the abdominal organs or bloodstream to cause an infection.  Although antibiotic treatment is required to cure active infections, unfortunately this treatment will also result in a reduced diversity of gut bacteria. This reduced diversity is thought to encourage the persistence of RGNB organisms in the gut even after your infection has been cured by antibiotics. Since these organisms persist in the gut, they can re-emerge to cause recurrent infections.  There is evidence from case reports that FMT can successfully eliminate carriage and prevent recurrent infection with RGNB organisms, but this has not yet been assessed in a scientific trial. 

The primary aim of this study is to determine if FMT can result in complete elimination of RGNB from the stool. A second aim is of this study is determine whether FMT can prevent recurrent infection with RGNB in study participants. As part of this study we would closely examine the content of stored stool samples from participants to determine the number and diversity of microbes in the stool –including bacteria, viruses and fungi- and how the range of organisms present change as a result of the FMT procedure.  This analysis would be done in order to determine if any particular changes in stool microbe types correlate with clearance of RGNBs from the gut. Your participation will help us determine if FMT can be used more widely to prevent people experiencing infections with multi-resistant organisms. 
The FMT procedure is already used in our public hospitals treat patients with another type of bacterial gut infection called Clostridium difficile.  It has so far proven to be safe and effective for treating this condition. However the FMT therapy is not yet a standardized therapy and is considered experimental in Australia.

This research has been initiated by the study doctor, Dr. Papanicolas in collaboration with other senior doctors. Dr. Papanicolas may use the results of this research to obtain a PhD degree. 

Funding is being provided from within the SA public hospital system. There are no commercial entities or pharmaceutical companies involved in this study.  

3
What does participation in this research involve?

The study will only commence once you have agreed to participate and have signed the consent form.  If you meet the eligibility criteria, you will be asked to provide one stool sample to test for the presence of RGNB in your gut.  

Inclusion criteria
You must be at least 18 years old and able to understand the conditions of this study.  You need to have had at least three documented infections with RGNB in the last 12 months.   

Exclusion criteria
The original infection cannot be currently active and any courses of antibiotics must have now been completed.  It is important that you are not taking antibiotics for any indication when receiving the transplants as this can affect the bacteria in the faecal transplant.  Participants cannot be included if they have an infected device, prosthesis or collection outside the gut where the RGNB is thought to be persisting. 

Therefore participants should not:

· have any site of active infection

· be currently using antibiotics for any indication

· be pregnant 

If you are a woman of child-bearing age then we ask that you use effective contraceptive methods while participating in this study. 

You will be participating in a randomised controlled research project. Sometimes we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random). You have a 50% chance of receiving a donor faecal transplant. 

You will randomly be assigned into one of two groups. If you are assigned to the first group you will receive donor stool FMT. The FMT will contain stool pooled from a minimum of 3 and a maximum of 10 donors.  If you are assigned to the second group you will receive your own stool that had previously been collected and frozen.  The stool will be delivered via a 50mL enema in both groups.   A 2mg tablet of loperamide will be offered to you following the stool enema to help with retention of the transplanted stool. Loperamide can cause constipation, however one tablet is not expected to have a duration of action longer than 24 hours.  More information on loperamide is provided on a separate sheet. 
This procedure will be repeated weekly for two more weeks until a total of three FMT’s have been delivered.  A stool sample will be collected for testing just prior to each enema. 

You will be participating in a double-blind study. This means that neither you nor your study doctor will know which treatment you are receiving. However, in certain circumstances your study doctor can find out which treatment you are receiving.

A placebo is a medication with no active ingredients or a procedure without any medical benefit. It looks like the real thing but is not.

This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  

There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge. However due to limited resources we are not able to offer re-imbursement for parking and other transportation costs. 
4
What do I have to do?
At your first visit, you will undergo a physical examination including your vital signs, weight, abdominal and chest examination. This will involve exposing your upper body. A stool sample will be collected (self-collected with a swab), a blood test will be drawn and you if you are a female under 50 you will be asked to provide a urine specimen for pregnancy testing. 

In both groups a faecal specimen will be collected from the participants for analysis weekly for four weeks and then monthly for 11 months until the completion of the study period.  For the first three weeks you will be attending the Queen Elizabeth hospital for the FMT procedure.   Following this you will be asked to provide stool samples (via a rectal swab) at home on a monthly basis. Part of this sample will be freshly cultured to look for RGNBs and the other portion will be frozen for future microbiota analysis.  


You will be asked to keep a weekly symptom diary. You will be contacted by an investigator on a monthly basis to determine if any infections, medication changes or other medical problems have arisen during the study period. 

You will be asked to complete a questionnaire about your experience both at the beginning and at the completion of the study.

5
Other relevant information about the research project
This study is collaboration between infectious diseases physicians and gastroenterologists at both The Queen Elizabeth Hospital and the Royal Adelaide Hospital. In total we expect that 20 people will be participating in this study.  
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 on 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 the hospital.
7
What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital.  You will still receive standard follow-up of your infection by your usual doctor.  Your study doctor will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your local doctor.
8
What are the possible benefits of taking part?
Participation in the study could reduce the chance of your developing future infections with multi-resistant bacteria.  If the treatment is successful in clearing the MRGNB from your stool, it could also mean that you may no longer have to be isolated from other patients in a health care setting.  However as this type of therapy is in the very early phase of investigation there is no guarantee of success. 
9
What are the possible risks and disadvantages of taking part?

Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects.

There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor immediately about any new or unusual symptoms that you get.

Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you.

Having a blood sample taken may cause some discomfort, bruising, minor infection or bleeding.  If this happens, it can be easily treated.

There have not been any serious adverse effects attributed to FMT itself in the medical literature to date from more than 300 recorded cases. However the vast majority of these recorded FMT procedures have occurred in the last 10 years so the long term risks are not yet known.  The major potential risks include transmission of infection from donor to recipient. There is an association between some medical conditions such as obesity and certain bacterial profiles in stool.  It is for this reason that we are rigorously screening donors for any medical conditions that could potentially impact on the recipient. Your donors will be screened for conditions which could potentially be transmitted by faecal transplant including:

· Viruses, bacteria and parasites that can cause diarrhoea

· Multi-resistant bacteria carried in stool

· Sexually transmitted infections including gonorrhoea, chlamydia, herpes

· Blood borne viruses including HIV and hepatitis

· Autoimmune conditions characterised by raised inflammatory markers or positive antinuclear antibody

· Obesity

· Cancer

· Any abnormalities on routine blood tests

This screening performed on the donors is equivalent to that of an organ transplant donor. However there is always the risk of an unknown infection which has not been screened being transmitted. This would be rare and unexpected but still a possible complication of faecal transplantation. 
The enema procedure itself may be associated with mild discomfort but no adverse effects would be expected to occur as the result of the procedure itself. 

Having a blood sample taken may cause some discomfort, bruising, minor infection or bleeding. If this happens it can easily be treated.

The Loperamide tablet may cause:
· constipation 
· stomach upset, nausea or flatulence, dizziness or tiredness
· side effects are usually mild

· further information about Loperamide is provided separately

The effects of faecal transplant on the unborn child and on the newborn baby are not known. Because of this, it is important that research project participants are not pregnant or breast-feeding and do not become pregnant during the course of the research project. You cannot participate in the research if you are pregnant or trying to become pregnant, or breast-feeding. If you are female and child-bearing is a possibility, you will be required to undergo a pregnancy test prior to commencing the research project.  Both male and female participants must use highly effective contraception during the course of the research and for a period of 3 months after the final faecal transplant. You should discuss methods of effective contraception with your study doctor. If you do become pregnant whilst participating in the research project, you should advise your study doctor immediately. Male participants in the study must inform their partner of the study involvement.
If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 

10
What will happen to my test samples?
You will be asked to provide additional consent for the collection of your blood and stool during the research project. 

As part of this study we will be collecting your stool at 15 intervals during the study. We ask your permission to analyse this sample extensively. We will test you stool for the presence of the multi-resistant organism that caused your infection.  We will be looking at the bacterial composition of the sample by testing the sample for bacterial genetic material. This is called microbiome analysis. We will also be looking for genetic markers of bacterial resistance. We ask for permission to do further testing of your stored stool specimen in the future. This may include testing for other types of micro-organisms such as viruses and fungi. By signing the consent form to agree to allow the researchers in this study use your sample for research purposes in the future. Your identity will not be revealed and all samples will be coded. The link between the code  and your personal details will be kept in a locked drawer by the Principal Investigator.
We will collect a blood sample at the start of the study for storage. This sample will only be tested if you develop an illness during the research project. The blood may then be tested for HIV (also called the ‘AIDS’ virus) and Hepatitis. If we perform testing on this sample, you will receive information and counselling before the test. If a test shows you have HIV or Hepatitis, you will have follow-up counselling and medical advice.  If your test results are positive, the study doctors are required by law to notify government health authorities.  Signing the consent form means that you agree to have this testing; it will not be done without your consent.

Samples of your stool obtained for the purpose of this research project may be transferred to CSIRO, SAMHRI, the University of Adelaide and/or Flinders University for further analysis. Your tissue will not be sold. 
11
What if new information arises during this research project?

Sometimes during the course of a research project, new information becomes available about the treatment that is 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. If you decide to continue in the research project you will be asked to sign an updated consent form.

Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.

12
Can I have other treatments during this research project?

Whilst you are participating in this research project, you may be able to take some or all of the medications or treatments you have been taking for your condition or for other reasons. It is important to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor about any changes to these during your participation in the research project. Your study doctor should also explain to you which treatments or medications need to be stopped for the time you are involved in the research project.

13
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or 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  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.
14
Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects

• The drug/treatment/device being shown not to be effective
• The drug/treatment/device being shown to work and not need further testing
15
What happens when the research project ends?

We do not plan to follow you up further after the completion of the study. At the end of the study you will be able to access your results if you request. This includes the information regarding your microbiome analysis and whether or not you received the donor faecal transplant. The data analysis will take up to a year and we plan to publish the results. You will be able to access the result of the study overall at this stage. If the study shows that FMT is a successful intervention in this study and you were in the placebo group (received your own stool) and you still are colonised with the MRGNB, you will be given the option of receiving a donor faecal transplant at the end of the study.
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. Your 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.

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 study team accessing health records if they are relevant to your participation in this research project.

The information collected about you will be re-identifiable (coded). Only the investigators will be able to de-code the information and trace it back to you. The physical files will be kept in a locked filing cabinet. Electronic files will be password locked. We plan to keep the data for 15 years. 

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities from The Queen Elizabeth Hospital or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 

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, except with your permission.  
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 your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study 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 and for future research 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
If 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.

Your participation in this study will not affect any rights you may have to compensation under common law.
18
Who is organising and funding the research?
This research project is being conducted by the departments of Infectious diseases and Gastroenterology at the Queen Elizabeth Hospital. No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

By taking part in this research project you agree that samples of stool (or data generated from analysis of these materials) may be provided to CSIRO, SAHMRI, University of Adelaide or Flinders University. These institutions may directly or indirectly benefit financially from your samples or from knowledge acquired through analysis of your samples.

You will not benefit financially from your involvement in this research project even if, for example, your samples (or knowledge acquired from analysis of your samples) prove to be of commercial value.
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.

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 The Queen Elizabeth Hospital/Lyell McEwin Hospital/Modbury Hospital.
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) incorporating all updates. 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 any of the following people:

Clinical contact person

	Name
	Dr. Lito Papanicolas

	Position
	Principal Investigator

	Telephone
	0449780613

	Email
	Lito.papanicolas@sa.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
	Ms Bernadette Swart

	Position
	CALHN Research Manager

	Telephone
	8222-3890

	Email
	Bernadette.swart@sa.gov.au


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
	Central Adelaide Local Health Network Human Research Ethics Committee

	HREC Executive Officer
	Heather O’Dea

	Telephone
	8222 6841

	Email
	Health.CALHNResearchEthics@sa.gov.au


Reviewing HREC approving this research and HREC Executive Officer details

Consent Form - Adult providing own consent
	Title
	Gastrointestinal eradication of multi-resistant 

gram negative bacteria by faecal microbiota transplantation (FMT)

	Coordinating Principal Investigator/

Principal Investigator
	Dr. Lito Papanicolas

	Associate Investigator(s)

	Dr Sam Costello, Dr Morgyn Warner

Dr Renjy Nelson, Dr Rob Bryant

	Location 
	The Queen Elizabeth 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 give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to The Queen Elizabeth Hospital concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

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 study 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
	
	

	


Under certain circumstances (see Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 at 4.8.9) a witness* to informed consent is required. 

	

	
	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.
I understand that, if I decide to discontinue the study treatment, I may be asked to attend follow-up visits to allow collection of information regarding my health status.  Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis.

I consent to the storage and use of blood and tissue samples taken from me for use, as described in the relevant section of the Participant Information Sheet, for:

• This specific research project 
• Other research that is closely related to this research project

	

	
	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.
	

	
	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.
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
	
	

	


Form for Withdrawal of Participation - Adult providing own consent
	Title
	Gastrointestinal eradication of multi-resistant 

gram negative bacteria by faecal microbiota transplantation (FMT)

	Coordinating Principal Investigator/

Principal Investigator
	Dr. Lito Papanicolas

	Associate Investigator(s)

	Dr Sam Costello, Dr Morgyn Warner

Dr Renjy Nelson, Dr Rob Bryant

	Location 
	The Queen Elizabeth Hospital

	Title
	Gastrointestinal eradication of multi-resistant 

gram negative bacteria by faecal microbiota transplantation (FMT)

	Coordinating Principal Investigator/

Principal Investigator
	Dr. Lito Papanicolas

	Associate Investigator(s)

	Dr Sam Costello, Dr Morgyn Warner

Dr Renjy Nelson, Dr Rob Bryant


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 The Queen Elizabeth Hospital.
	

	
	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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