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Women’s Health Research Centre

Research making a difference for women 
He Tapu Te Whare Tangata: Offering a self- taken vaginal swab to test for Human Papilloma Virus (HPV) 

Locality – Northland

Lead Investigator – Associate Professor Bev Lawton
Project Co-ordinator – Dr Jane MacDonald
Ethics committee ref: TBC
Contact Phone number – 04 918 6438/ mobile number TBC
You are invited to take part in a study on comparing the offer of self- testing for the Human Papilloma Virus with routine cervical smear.  Whether or not you take part is your choice.  If you do not want to take part, you do not have to give a reason, and it will not affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you would like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.  You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 7 pages long, including the Consent Form.  Please make sure you have read and understood all the pages. Please ask any questions.

What is the purpose of the study?

We know that (for a number of reasons) a lot of Māori women are uncomfortable with going to a clinic to get a smear test. Since smear testing started, research has advanced and we now know that the Human Papilloma Virus, otherwise known as HPV, causes cervical cancer.

As an alternative to the smear test we can test for HPV. A new technology has been developed that allows women to test for HPV themselves using a swab (about cotton bud sized) that is gently inserted into the vagina. This self-test does not require a visit to a clinic and can be done at home, instead of a smear test at the clinic.

The aim of this study is to increase cervical screening in women who have not had a cervical smear for over 4 years by offering them a self-taken vaginal swab instead of a smear. This swab can be tested for the Human Papilloma virus types which cause pre-cancer changes on the cervix. These pre-cancer cells caused by HPV can be treated before becoming cancer. HPV testing provides an accurate way of telling if a high-risk type of HPV is present in a woman’s cervix. It helps to detect those women who need further assessment and those who do not.
how will the study be conducted?

This study is being run by the Women’s Health Research Centre, University of Otago, Wellington. This study will recruit primary care clinics in your area– some clinics will be “control” practices. That means the doctors and nurses will offer the normal routine cervical screening to women between 25 and 60 years old. Some clinics will be ‘intervention’ practices and instead offer women the option of taking their own vaginal swab to test for HPV.
Who is funding the study?

This study is funded by the Health Research Council of New Zealand and has support from the National Screening Unit (NSU) which runs the current cervical screening programme. Any information about cervical screening that we find out from this study can be used by the NSU to inform changes to their cervical screening programme to improve the outcome for New Zealand women and reduce inequities in health care.
Participants will not be charged for the swab and if you require further tests or follow up, transport and other costs will be paid for by the study.
What will my participation in the study involve?

You are a possible participant in this study because you have not had a cervical smear for 4 or more years. If you agree to be a participant in this study you will be offered a self- taken swab. This will be offered by your normal doctor, nurse or a trained community health worker. This is instead of being offered a usual cervical smear. It can be done at your home, a community centre or your usual primary care clinic. Community health workers can visit you at home or at the Marae or community centre to explain how to take the swab and offer the test. The swab will be labelled with your details and then collected and transported to the laboratory where the test will be carried out. The results will go back to your primary care clinic (GP) and your normal doctor or nurse will let you know the result. The researchers and the National Screening Unit will also get a copy of your result. You may be asked to fill in a short questionnaire about your experience to help us get all the information we can about offering this test. Some women may find some of these questions sensitive or embarrassing but this questionnaire will also be voluntary. The study will finish recruiting women in August 2019. The study finishes in July 2020. 
HOW WILL TEST RESULTS BE GIVEN TO ME  AND WHAT DO RESULTS MEAN?
Your normal doctor, nurse will give you your results by a method of your choosing- by phone or in person face-to-face. If you have an HPV test:
A negative test result indicates a woman is very unlikely to be at risk of developing cervical cancer in the next five years.

A positive HPV test means a woman has high-risk HPV and she should be assessed for cell changes or monitored to see that the infection goes away and that she does not develop abnormal cells. 

A positive HPV test does not mean that a woman has cancer, but it does mean that it is important she has follow-up investigation called colposcopy so any cell changes can be found and treated early. (see Colpscopy information sheet) 
If you have a positive HPV results you will be referred to your nearest centre (Whangarei or Kaitaia) for colposcopy. As part of the study you will have support and help to get there and support for the procedure. This will include transport costs, detailed information and a support person if you need one. You will have the chance to talk to a researcher about your experience which will help other women going through the same thing in the future.
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HOW WILL THE RESEARCHERS USE THE RESULTS?
The senior researcher will have access to your results which will then be de-identified for analysis by a statistician and written up by the research team. De-identifying the results means that your name, address, or contact details will not be identifiable in the written up results. The reports and papers for publication will go to the Ministry of Health in particular the National Screening Unit and peer reviewed scientific medical journals. The results will be given to you and the primary care clinics and primary Health Organisations (PHO) that have taken part in the study at the end of the study in 2020. The research team plan to give talks in your community about the results at the end of the study before the end of 2020.

What are the possible benefits and risks of this study?

The benefit of being in this study for you will be that you will know whether or not your cervix is normal or whether you have abnormal cells. The overall long term aim of the study is to decrease cervical cancer for women in Northland and to inform the NSU on better ways of running the cervical screening programme in New Zealand. 
You will be able to take this swab in private in a bathroom or toilet. But even so, taking a self –taken swab may be embarrassing for you. You will be given all the information you need to make this as simple as possible. If you have a results that shows high risk HPV you will need to be referred to a specialist gynaecologist in a main centre (Whangarei or Kaitaia) and have a colposcopy ( see other information sheet).
What if something goes wrong?

If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

What are my rights?

Participation in this study is voluntary. You are free to decline to take part or withdraw at anmy time without experiencing any disadvantage. You will have the right to access the information collected about you from the study team. You will be told of any new information related to the study that may have an impact on your health. Your privacy and confidentiality will be kept throughout the study in the same way as your GP keeps your other health information private and confidential. Any identifiable information kept by the research team is kept on a secure, restricted database which is only password accessible. 
What happens after the study or if I change my mind?

The offer of self- testing for HPV will be available to women who have not had a cervical smear for 4 years or more registered with the ‘control’ primary care clinics once the study has recruited its participants. 
Study data will be stored on a secure, restricted database which is only password accessible and will be kept for 10 years. Biological specimens (the swabs) will be retained and stored by the laboratory as per their usual procedures for cervical smear specimens.  
Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 


Dr Jane MacDonald

04 918 6438/ (cell phone number held by the project co-ordinator by the start of recruitment TBC)

whrc@otago.ac.nz
If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@hdc.org.nz
Cultural support - We have a Kāhui Kaumātua (Kaumātua group) supporting this study, including our wahine kaumātua - Areta Koopu. If you would like to talk to Areta or another kaumātua about this study, please contact the Women’s Health Research Centre (above).
You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHICS


Email:

hdecs@moh.govt.nz

Women’s Health Research Centre CONSENT FORM
Research making a difference for women 
Please tick to indicate you consent to the following 
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	

	I have been given sufficient time to consider whether or not to participate in this study.
	
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	
	

	I consent to the research staff collecting and processing my information, including information about my health.
	
	

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	
	

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	
	

	I understand the compensation provisions in case of injury during the study.
	
	

	I know who to contact if I have any questions about the study in general.
	
	

	I understand my responsibilities as a study participant.
	
	

	I wish to receive a summary of the results from the study.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:
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Department of Primary Health Care & General Practice, University of Otago, Wellington
PO Box 7343, Wellington South, New Zealand. Fax 04 385 5473  Email whrc@otago.ac.nz
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