	Participant Information Sheet and Consent Form
HPV Technology validation study for processing self-collected swab samples


	Investigators: Dr Margaret Sage (Pathologist, National Cervical Screening Programme) 
                      Dr Jenny Grant (Molecular Scientist, Southern Community Laboratories)
Sites:     Southern Community Laboratories, Dunedin

              District Health Board colposcopy clinics at Wellington and Dunedin hospitals                                                    

Introduction
New Zealand’s National Cervical Screening Programme (NCSP) will soon implement the human papilloma virus (HPV) test as the cervical screening test, instead of a cytology screening test. This change means women can choose to take their own vaginal swab sample for testing instead of having a speculum examination for a cytology test. This is called HPV self-collection, self-testing or self-sampling. Many women prefer taking a vaginal sample themselves as it is more comfortable than a doctor or nurse taking their sample. It can be done in private without a clinician being present.

There is strong international evidence that HPV tests on self-collected vaginal samples are accurate. Some laboratories need to confirm this finding through a local validation study before they can make the change. The laboratory validation compares the accuracy of HPV testing using a self-collected vaginal swab sample with HPV testing using a cervical sample taken by a doctor during a colposcopy. 
You are invited to take part in this study because you are attending a colposcopy clinic soon.
This Participant Information Sheet will help you decide if you’d like to take part. We will go through this information with you and answer any questions you may have. If you wish to contact the researchers with any questions you have about the study, please contact Jenny Grant at:

Email: jenny.grant@sclabs.co.nz 
Phone: 0272010584
If you agree to take part in this study, we will ask you to sign the Consent Form on the last page of this document and we will give you a copy of the Consent Form to keep. You are free to decide whether to take part or not. If you decide not to, it won’t make any difference to your treatment at your colposcopy clinic appointment. Your doctors won’t mind if you don’t want to take part and you don’t have to explain why. There is no change to your clinical care if you take part in the study or don’t take part.
The New Zealand Health and Disability Ethics Committee has approved the study. 

Māori cultural statement
Previous studies have already shown that using a vaginal swab instead of needing a speculum to have cervical screening test is highly acceptable to Māori women. 
The study has been reviewed by a Māori cultural Advisor, Wendy Dallas-Katoa. She has approved the collection and use of samples for HPV testing purposes for this study.

	

	
	


What is the purpose of the study?
Overseas studies have shown that self-collected vaginal swabs give accurate HPV test results. Laboratories need to confirm that the results from self-collected swabs are as accurate as samples taken by the doctor using their type of test technology. The HPV test is the same test already used in their regular work. It is only the way the sample is collected that is different.
What does my participation involve?
When you attend the hospital colposcopy clinic, staff will explain about the study. If you agree to participate, clinic staff will ask you to sign the consent form and will give you an instruction sheet explaining how to take a vaginal swab sample yourself. They will then give you a cotton swab so you can take the sample yourself in a private area at the clinic just before you have your colposcopy.   
Your doctor will then carry out the colposcopy to examine your cervix. While you are having your colposcopy, the doctor will take a sample for an HPV test (with cytology on the same sample, if this is clinically indicated). Apart from the study, a sample for HPV testing is usually but not always taken at colposcopy as part of the examination. The laboratory will send the results of all the tests taken by the colposcopist, back to your doctor as usual.  
The result from your self-collected sample will only be used for the laboratory validation study and will not be reported to the doctor, unless the vaginal sample is positive and the test the colposcopist collected is negative. If this did happen for someone, both results will be given to the colposcopist. The laboratory will compare the results from the swab you took with the sample your doctor took to check that the HPV test system is working correctly for the self-collected samples. 

Who can take part in the study?
Any person who has a colposcopy at a participating DHB Hospital colposcopy clinic during the time when the validation study is taking place, can participate. The study will test samples from a total of 320 women. 
Where are the samples tested?
Southern Community Laboratories in Dunedin will test all the samples in this study. The samples will only be used for the reason that they have been collected. No other tests will be done.  At the end of the study, all the samples will be disposed of using standard laboratory practices. A karakia will be arranged when the samples are disposed of.
Rights to withdraw samples during or after the study
You may withdraw your consent for taking part in the study at any time and this will not affect your medical care. Please inform the colposcopy clinic staff if you decide to withdraw. If you decide that you don’t want your vaginal swab sample processed, you will need to inform your colposcopy clinic within 24 hours of taking the sample, because it may have been processed already after that. If you want to withdraw your results from the study, please inform your colposcopy clinic. You are free to do so at any time and you don’t need to provide a reason.
The clinician-collected samples are placed in a liquid fixative solution before being sent to the laboratory and the self-collected vaginal swabs will be placed in a liquid fixative solution in the laboratory. Because of the potential health risk of the chemicals in the liquid fixatives, it will not be possible to return any residual samples after testing is complete. 
Access to the results
The results of the sample your colposcopist takes are part of your clinical record, and will be reported to your colposcopist, who will inform you of your result. This result will be the official HPV test result and will be recorded on the NCSP Register (unless you ask, or have asked in the past, for your cervical screening results not to be recorded here). The HPV swab sample will not be a validated sample at the time of the study so will not be part of your clinical record or be recorded on the NCSP Register. If the result is the same as the result on the sample your colposcopist  (i.e. both tests are negative for HPV or both are positive) the vaginal swab sample result will not be reported to your colposcopist. If the vaginal swab sample is negative but the sample from the colposcopist is positive, the test result will be considered positive. If the vaginal swab sample is positive but the colposcopists sample is negative, this result will be reported to your colposcopist who may wish to consider the result as part of your clinical management.
If you wish to receive a copy of your individual self-collected HPV swab result, please indicate this on the Consent form. Your colposcopist will discuss your results with you.
If you wish to receive a lay summary of the final study report, please indicate this on the Consent form. This will be distributed to you through the contact details held at your Colposcopy clinic.
What will happen to the data collected in the study?

The data collected will be stored in the secure laboratory information system at SCL laboratory, Dunedin. The clinician-collected sample results will be stored in the usual way for laboratory results including personal identification details such as name, date of birth and NHI number, as these are part of your clinical record. The self-collected HPV results will be assigned a study number when the sample arrives at SCL in Dunedin prior to analysis. These samples will have the study number only recorded and will not be identified by your personal details. The consent forms will be sent to SCL, Dunedin together with your samples. All study information will be kept indefinitely. Laboratory staff who usually have access to patient records in the SCL Information System will have access to your clinician-taken sample results, as they are part of your clinical record, your self-collected results and your consent form. All staff work under a signed confidentiality agreement with their employer. A biostatistician will be analysing the study results but only using combined data from all participants, not any individual results.
At the end of the study, a final report will be written by the researchers. There will be no individual identified results in the report. The report will be sent to the National Cervical Screening Programme in order to approve the use of the technology to process self-collected vaginal swab samples for HPV Testing in the future. The report will also be sent to the manufacturer of the HPV test technology which was used to process the samples for HPV testing, as they also need to see the result of the study in order to approve the use of the technology to process vaginal swab samples for HPV testing. 
What are the possible risks of the study?
There is no risk to you in taking part in this study. Using the vaginal swab yourself should be painless. It should be more comfortable that using a vaginal tampon. If you have trouble taking the sample the colposcopy staff can help you. There are no after-effects of collecting a vaginal swab sample.

There is very little risk of a breach of confidentiality in this study. It is no greater than it is for any laboratory test that is reported at SCL because there are already secure systems in place to transport your samples and consent form to SCL in Dunedin where the samples will be analysed. No identifiable individual results will leave the Laboratory Information System at SCL. Dunedin.
If a breach of confidentiality did occur, these would be managed by SCL Dunedin using their established privacy and confidentiality processes. If this did involve your details, you would be contacted directly about this.
What are the benefits of the study?
The study results will help make self-collection for HPV testing available to New Zealand women in the future, as an alternative to having a traditional cervical smear. This change will help more women participate in the cervical screening programme and reduce the number of women that develop cervical cancer.  
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@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHIC


Email:

hdecs@health.govt.nz
Consent Form

HPV testing using self-collected vaginal swab samples

The Participant Information Sheet and the Consent form are available in English. If a translator is required, please inform the Colposcopy Clinic staff. Participants will be given a signed copy to keep. 
	I have read (or have had read to me in my language of choice) and I understand the Participant Information Sheet.  
	Yes (
	No (

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes (
	No (

	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.
	Yes (
	No (

	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.
	Yes (
	No (

	I consent to the clinic and laboratory staff collecting and processing my information, including information about my health.
	Yes (
	No (

	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.
	Yes (
	No (

	Do you wish to receive a copy of your self-collected HPV result?
	Yes (
	No (

	Do you wish to receive a lay summary of the final study report?
	Yes (
	No (


                                                                                                                                        Tick to indicate 
Declaration by participant:   I consent to take part in this study.
	Participant name:

	Signature:
	Date:


Declaration by colposcopy clinic team member: I have given a verbal explanation of the study to the participant and have answered their questions. I believe that the participant understands the study and has given informed consent to participate.
	Clinic team member name:

	Signature:
	Date:


	Lay study title:
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