Participant Information Sheet- HCP

How far is too far? Creating an evidence base to support safe provision of medication abortion for those living far from emergency services.
You are invited to take part in a research study. To help you decide whether or not to take part, it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully. Talk to others about the study if you wish. Contact us if there is anything that is not clear, or if you would like more information. Take time to decide whether or not you wish to take part.

	What is the purpose of the study?

	
· In Scotland, some health boards advise women undergoing an abortion at home that they should be within a certain distance of emergency services. This advice may mean some people have to travel away from their home to be able to have an early medication abortion.
· This study aims to understand the experiences of healthcare providers providing medication abortion in rural locations
· The hope is that this will be able to produce evidence-based guidelines to allow patients and health care professionals to make informed decisions on the risks associated with medication abortion in a rural setting, therefore allowing more people to stay closer to home for a medication abortion if they wish to do so.
· Our Scottish findings will be combined with results from collaborators in Canada, Sweden and Australia to aim to improve abortion care in rural areas for people around the globe.

	Why have I been invited to take part?

	
You are a healthcare professional who provides abortion care in a remote and rural setting.

	Do I have to take part?

	No, it is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time prior to your data being analysed and without giving a reason. Deciding not to take part or withdrawing from the study will not affect your legal rights.

	What will happen if I take part?

	
· You will participate in a one-off interview that will last approximately one hour. This
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	can be done at a time and location convenient to you and will be at either, by telephone or by video call on Microsoft Teams
· The researcher you will talk to in the interview is a healthcare professional who works within abortion care, and has an understanding of what this involves.
· You will be asked questions about your experiences of caring for patients who are having abortions in rural settings, alongside basic details about yourself.
· The interview will be recorded on an encrypted audio recording device. No video recording will take place. The recording of the interview will be uploaded to an NHS approved transcription service (1st Class Secretarial Transcription Services) which is GDPR compliant so that the recording of the interview can be turned into text. Once this has been done, the audio recording will be deleted.
· Once your recording has been transcribed it will be assigned a unique identifier number so that your answers are pseudoanonymised and you will not be able to be identified from them. A list of which unique identifier belongs to which participant will be kept on a separate University of Edinburgh server to the interview data.
· Your interview answers will be combined with other interview results from people in other rural areas of Scotland, Canada, Sweden and Australia so we can identify common themes. This will be stored on a shared UK based data platform, but will be used by colleagues in Canada, Sweden and Australia who are also part of the study.
· You will have at least 24 hours after reading this information sheet before you need to decide whether or not to take part. You will have the opportunity to ask any questions. Prior to the interview starting the researcher will either ask you to sign a consent form, or record you verbally giving consent to participate in the study.
· After you have completed the interview, you will receive a £30 voucher to compensate you for your participation

	What are the possible benefits of taking part?

	It may be helpful to you to be able to talk about your experiences with abortion care. However, even if you experience no direct benefit from taking part in this study, the results might help to improve healthcare of patients in the future.
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	What are the possible disadvantages of taking part?

	· It is possible you may find talking about your experience distressing in some way. If this is the case you are able to stop the interview at any time or skip any questions. We will have information on support services available if you feel you may need this.
· To participate in this study you will have to give up one hour of your time for the interview

	What if there are any problems?

	If you have a concern about any aspect of this study please contact Jacqueline Quinn at chalmers.research@ed.ac.uk who will do their best to answer your questions.

In the unlikely event that something goes wrong and you are harmed during the research and this is due to someone’s negligence then you may have grounds for a legal action for compensation against an NHS board but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you.

	What will happen if I don’t want to carry on with the study?

	
· You can decide not to carry on with the research study at any point either during the interview or when your interview responses are being transcribed. This will occur within 7-14 days of your interview. If something where to make you lose the capacity to consent to research after you have already participated in the interview, the data collected will still be used in the study, as you had the ability to consent when you gave this.
· Once the data from your interview has been analysed, it will be used to inform further interviews. Therefore, at this point it is not possible for your responses to be fully withdrawn from the study.

	What happens when the study is finished?

	· When the study is finished any information which could identify you will be destroyed 6-12 months after the end of the study
· Anonymous transcripts from your interview will be shared with the international team and stored for further future analysis for a maximum of 5 years. 
· The pseudoanonymised data from your interview may be used for future ethically approved studies.

	Will my taking part be kept confidential?

	All the information we collect during the course of the research will be kept confidential and there are strict laws which safeguard your privacy at every stage.
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	How will we use information about you?

	We will need to use information from you for this research project. Personal identifiable information collected will include your
· Initials
· Name
· Month/ Year of Birth
· Ethnicity
· Work Address
· Work Post code
· Telephone number
· E-mail address.

People will use this information to do the research or to check your records to make sure that the research is being done properly. We will not be looking at your personal medical records as any part of this study.
People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number assigned instead.
University of Edinburgh and Lothian Health Board are the Co-Sponsors of this research, and are responsible for looking after your information. We will keep all information about you safe and secure by:
· Ensuring only members of the research team are able to access your data.
· Only sharing data about you with international colleagues when it is anonymous
· Deleting your interview recording as soon as it has been transcribed.

International Transfers
We will share data about you outside the UK for research related purposes to allow us to compare experiences of abortion in remote settings across the globe.
We will only share the data that is needed. We will also make sure you cannot be identified from the data that is shared where possible. This may not be possible under certain circumstances – for instance, if you have a rare illness, it may still be possible to identify you. The data being shared outside the UK will be with the following groups:
· International collaborators affiliated with the Universities of British Columbia, Toronto,  Victoria, New Brunswick & Alberta (Canada), Karolinska Institute (Sweden), University of Washington (USA), McMaster & Dalhousie Universities (Canada) and Monash University (Australia).  
We will make sure your data is protected. Anyone who accesses your data outside the UK
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	must follow our instructions so that your data has a similar level of protection as it does
under UK law. We will make sure your data is safe outside the UK by doing the following
· Some of the countries your data will be shared with have an adequacy decision in place. This means that we know their laws offer a similar level of protection to data protection laws in the UK.
· We use specific contracts approved for use in the UK which give personal data the same level of protection it has in the UK. For further details visit the Information Commissioner’s Office (ICO) website.
· We do not allow those who access your data outside the UK to use it for anything other than what our written contract with them says.
· We need other organisations to have appropriate security measures to protect your data which are consistent with the data security and confidentiality obligations we have. This includes having appropriate measures to protect your data against accidental loss and unauthorised access, use, changes or sharing.
· We have procedures in place to deal with any suspected personal data breach. We will tell you and applicable regulators when there has been a breach of your personal data when we legally have to. For further details about UK breach reporting rules visit the ICO website.
Once the study is finished, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.
We will keep your study data for the minimum period of time required by we will keep your study data for a maximum of 5 years. The study data will then be fully pseudoanonymised and securely archived or destroyed.

	What are your choices about how your information is used?

	You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we have already collected.
If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study.
If you agree to take part in this study, you will also have the option to allow the research team (within the sponsoring organisation) to securely store your contact details and agree to be contacted about other ethically approved research studies. You will only be contacted by a member of this research team to determine if you are interested in taking part in another research study. Your verbal consent may then be sought to pass your contact details to another research team within the University of Edinburgh and/or NHS
Lothian. Agreeing to be contacted does not oblige you to participate in further studies.
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	Where can you find out more about how your information is used?

	
You can find out more about how we use your information, including the specific mechanism used by us when transferring your personal data out of the UK.
· our leaflet available from www.hra.nhs.uk/patientdataandresearch
· by asking one of the research team
· by sending an email to chalmers.research@ed.ac.uk, or
· by ringing us on 0131 536 1542
· by contacting a Data Protection Officer 

University of Edinburgh                                             NHS Lothian 
Data Protection Officer                                              Data Protection Officer  
Governance and Strategic Planning                         NHS Lothian Waverley Gate 
University of Edinburgh                                             2-4 Waterloo Place 
Old College                                                               Edinburgh EH1 3EG 
Edinburgh EH8 9YL                                                  Tel: 0131 465 5444 
Tel: 0131 651 4114                                                   Lothian.DPO@nhs.net 
dpo@ed.ac.uk 


	What will happen to the results of the study?

	This study will be written up as publication and conference presentation, and form part of a PhD Thesis.
You will not be identifiable from any published results. We may publish direct quotes from your interview transcript, but we will not attach any identifiable details to these.

If you wish to know the results of the study when it is published we will contact you by the method you have indicated you would like to be contacted to let you know the findings of the study.

	Who is organising and funding the research?

	The study has been organised by John Reynolds Wright, and is co-sponsored by the University of Edinburgh and Lothian Health Board. The international collaboration has been organized by the University of British Columbia (Canada). 
The study is being funded by Canadian Institute for Health Research


[image: ]

	Who has reviewed the study?

	All research in the NHS is looked at by an independent group of people called a Research Ethics Committee. A favourable ethical opinion has been obtained from London – Hampstead Research Ethics Committee. NHS Management Approval has also been given 

	Researcher Contact Details

	If you have any further questions about the study please contact Jacqueline Quinn on 0131 536 1542 or email on: chalmers.research@ed.ac.uk.



     
	Independent Contact Details

	If you would like to discuss this study with someone independent of the study, please contact Michelle Cooper at michelle.cooper@nhs.scot

	Complaints

	If you wish to make a complaint about the study please contact: Patient Experience Team – NHS Lothian
Mainpoint
102 Westport Edinburgh EH3 9DN

By telephone
0131 536 3370 (open Mon-Fri, 9am to 2pm)
By email LOTH.Feedback@nhs.scot
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	Participant ID:
	Centre ID (if applicable)



CONSENT FORM
How far is too far? Creating an evidence base to support safe provision of medication abortion for those living far from emergency services.


	
	
	Please initial box

	1. I confirm that I have read and understand the information sheet for the above study.

	*Date (DD MMM YYYY)
	*Version Number
	[image: ]

	
	
	

	*complete during consent process
	
	

	2. I have had the opportunity to consider the information, ask questions and have had these questions answered satisfactorily.
	

	3. I understand that my participation is voluntary and that I am free to withdraw at any time prior to my data being analysed, without giving any reason and without my legal rights being affected.
	

	4. I understand that relevant sections of the data collected during the study may be looked at by individuals from the Sponsor (University of Edinburgh and NHS Lothian), from regulatory authorities or from the NHS organisation where it is relevant to my taking part in this research. I give permission for these individuals to have access to my data.
	


	5. I give permission for my personal information (including initials, name, month/year of birth, ethnicity, work address, work postcode, telephone number, email address and consent form) to be passed to the University of Edinburgh for administration of the study.
	

	
6. I understand that data collected about me during the study may be converted to pseudoanonymised data.
	

	7. I understand that data generated during the study will be sent outside of the UK / European Economic Area where laws protecting my personal information may be different to my own country.
	

	
8.  I agree to my pseudoanonymised data being used for future ethically approved studies.
	

Yes No 
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	Please initial box

	9. I agree to be contacted about ethically approved research studies for which I may be suitable. I understand that agreeing to be contacted does not oblige me to participate in any further studies
10. I agree to be contacted at the end of the study with the results of the study. (If yes, please detail below how you would like to be contacted. 



	

[image: ]Yes No 

	11. I agree to my interview being audio recorded and the use of pseudononymised quotes in research reports and publications.

	             

	12. I agree to my audio recorded interview being transcribed by a third party contractor.
	               

	
13. I agree to take part in the above study.
	





	Name of Person Giving Consent
	
	Date
	
	Signature

	Name of Person Receiving Consent
	
	Date
	
	Signature





1x original – into Site File; 1x copy – to Participant; 













 







If you require any further psychological support at any point please contact one of the services listed below: 


Health Care Providers

NHS Practioner Health 24/7 crisis line: Text NHSPH to 85258

Workforce Specialist Service ran by NHS Practioner Health: Provides longer term psychological support and can self register at : https://www.practitionerhealth.nhs.uk/regulated-nhs-care-staff-in-scotland

Patients

Breathing Space: Offers a confidential service in Scotland for anyone feeling low, anxious or depressed. Call 0800 83 85 87. 

Samaritans: 24/7 helpline on 116 123. Can access more information at https://www.samaritans.org/scotland/how-we-can-help/contact-samaritan/

Health board specific

NHS Greater Glasgow & Clyde: Numbers for local services can be accessed here: https://www.nhsggc.scot/your-health/right-care-right-place/mental-health/

NHS Ayrshire and Arran: Phone NHS 24 on 111 or GP if within working hours

NHS Grampian: Details on local support services can be accessed here: https://www.nhsgrampian.org/globalassets/foidocument/foi-public-documents1---all-documents/Additional-mental-health-support-for-ethnic-minority-communities.pdf

NHS Orkney: Contact GP or NHS 24 on 111 if outwith working hours 

NHS Shetland: Contact GP or NHS 24 on 111 if outwith working hours

NHS Western Isles: Contact GP or NHS 24 on 111 if outwith working hours

NHS Highlands: Support details available on: https://www.highlandmentalwellbeing.scot.nhs.uk
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