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Participant Information Sheet

Experiences of Early Medical Abortion at Home between 10-12 weeks’ gestation: a Qualitative Analysis

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?

	
Abortion is one of the most common procedures in the UK, with 1 in 3 women having one at some point in their reproductive life. Within Scotland, this most common way to have an abortion is as an early medical abortion at home (EMAH), and this can happen up to a gestation of 11 weeks and 6 days. 

However, within other parts of the UK an EMAH can only occur up to a gestation of 9 weeks and 6 days due to abortion law being different across the UK  Therefore, while there is a lot of data on the experiences of patients having EMAH, this is mostly only up to a gestation of 9 weeks and 6 days. 

Therefore, we want to collect data specifically on the experiences of people having an EMAH at gestations between 10 weeks and 0 days, and 11 weeks and 6 days (10-12 weeks) to understand the experiences of patients  having this procedure at home, and to gain information on whether people throughout the UK should be able to have this procedure at home up to a gestation of 12 weeks. We also want to determine if we can improve the care we give here in Scotland. 


	Why have I been invited to take part?

	
You have been asked to take part as you have recently had an Early medical abortion at home between 10-12 weeks’ gestation. 


	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 and without giving a reason. You are free to withdraw from the study up until the point the data from your interview has started to be analysed (3 weeks after interview). Deciding not to take part or withdrawing from the study will not affect the healthcare that you receive, or your legal rights. 


	What will happen if I take part?

	
· You will be given this participant information sheet and given at least 24 hours to consider whether you want to take part in the study. Reading this information leaflet may take you around 15 minutes. 
· If you wish to take part in the study, you will then contact us to let us know. If we have not heard from you one week after receiving this information sheet we will send a maximum of 2 texts to see if you would like to participate. 
· Once you contact us we will arrange a time for you to have an interview with us. This interview will take around 60 minutes and can be done either within the Chalmers clinic, over the telephone or via a videocall- whichever you prefer. Your interview will be with a clinical research fellow who works in abortion care and so is used to having conversations with people about this topic. 
· Prior to having your interview you will be asked to sign a consent form. This will be done either electronically or in person with the clinical research fellow interviewing you, depending on in which way you have opted to be interviewed. 
· At the beginning of the interview you will be asked some personal details about yourself including: Age, Sex assigned at birth, Current Gender Identity, Sexual Orientation, Country of Birth, Current living situation, First part of your postcode, ethnicity and your reproductive history (e.g. how many previous pregnancies you have had). If you do not wish to answer these questions you can skip these and still take part in the interview itself, but they are helpful questions for when we analyse the data. 
· The interview will ask you questions about your abortion experience. This will include questions such as how you realised you were pregnant, your experience contacting the abortion service and the advice they gave you, your experience of the abortion at home including how you felt, what level of pain and bleeding you experienced and about the passing of the pregnancy tissue. We will also ask you some questions about care after the procedure and any follow up you received. 
· The interview will be audio recorded on a recording device which meets AES256 encryption standards. 
· You will be able to stop the interview at any point or skip any questions that you don’t feel comfortable answering. If you become upset during the interview, we will take a break and can begin again if you wish. 
· You will receive a £25 shopping voucher for participating in the interview. 
· Once your interview is complete it will be transcribed. Once the interview has been transcribed, the audio recording will be deleted. 
· You can withdraw from the study up until the point that analysis on your interview begins (approximately 3 weeks after your interview). 
· Any identifiable details about you will be kept securely on NHS computers, and deleted within 12 months of the end of the study. 
· Your pseudoanonymous interview (linked to your personal details by a unique code) will be deleted 5 years after the end of the study. 
· The results of the study will be used within a PhD thesis and published in scientific journals. Psuedoanonymous details will be published and so you won’t be able to be directly identified from the results. However, it is possible you will recognise your own answers. 
· If you wish to be contacted with the results of the study, we will keep contact details for you and send these results to you by your chosen method (mail, text or email). Once we have sent you the results your contact details will be deleted. 
· Participating in this study will not affect the care you get in any way. 


	Is there anything I need to do or avoid?

	
· As this is an interview, there is nothing you need to do or avoid during the study. 


	What are the possible benefits of taking part?

	
There are no direct benefits to you taking part in this study, but the results from this study might help to improve the healthcare of patients in the future.


	What are the possible disadvantages of taking part?

	
The main disadvantage is the time that you will give up to take part. The main interview itself will take around 60 minutes, and reading the information we provide, giving consent and any contact with the research team may take up to 30 minutes.


	What if there are any problems?

	
If you have a concern about any aspect of this study please contact Dr Jacqueline Quinn on chalmers.research@nhs.scot.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 NHS Lothian but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you (if appropriate).



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

	
· If you withdraw within 3 weeks of having your interview, then all of your personal data including your interview recording and transcript will be withdrawn from the study and deleted. Once your interview data has been pseudoanonymised and analysis has begun (approx. 3 weeks after your interview), you will not be able to withdraw your data from the study. 


	What happens when the study is finished?

	
· When the study has completed any identifiable information will be deleted within 12 months of the date of completion. This is unless you wish to be contacted with the results of the study, in which case your contact details will be kept until the study results are complete. 
· Your pseudo-anonymised data (i.e. your interview transcripts) will be held for a maximum of 5 years after the study has finished. 
· Your data 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.



	How will we use information about you?

	
We will need to use information from you for this research project.

We will collect your Community Health Index (CHI) number CHI is a population register, used in Scotland for health care purposes. The CHI number uniquely identifies a person on the index and is personal identifiable information. Your CHI number or NHS number is being collected to allow us to confirm that your abortion occurred between 10 and 12 weeks’ gestation and to act as a link to your deidentified information.
Other personal identifiable information collected will include your initials/ name / date of birth / ethnicity / address / first part of 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.
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.
· Deleting your interview recording as soon as it has been transcribed.

International Transfers
Your data will not be shared outside the UK.
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 a maximum of 5 years. The study data will then be fully anonymised 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 (unless you have notified us of your wish to withdraw within 3 weeks of your interview).
You have the right to ask us to remove, change or delete data we hold about you for the purposes of the study. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this.
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. 



	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.reasearch@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   dpo@ed.ac.uk                      Lothian.DPO@nhs.net


	What will happen to the results of the study?

	
This study will be written up as part of a PhD thesis, published in peer reviewed scientific medical journals and/or presented at a conference.  

You will not be identifiable from any published results.

If you wish to be contacted with the results of the study when it is complete, we will retain your contact details until the study is complete and send you the results via your chosen method (mail, email or text). We will then delete your contact details. 

	Who is organising and funding the research?

	
This study has been organised by Sharon Cameron and sponsored by NHS Lothian and University of Edinburgh.

The study is being funded by Canadian Institute for Health Sciences as part of a PhD grant. 




	Who has reviewed the study?

	
The study proposal has been reviewed by the research team at Chalmers sexual health clinic 


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 <insert REC name>. NHS Management Approval has also been given.


	Researcher Contact Details

	
If you have any further questions about the study please contact Jacqueline Quinn on 07973760871 (research mobile) or  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@ed.ac.uk


	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







	
	

	Participant ID:
	
	Centre ID (if applicable)	
	



CONSENT FORM
Experiences of Early Medical Abortion at Home between 10-12 weeks’ gestation: a Qualitative Analysis


	
	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
	

	
	
	

	*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, without giving any reason and without my medical care and/or legal rights being affected.
	

	4.  I give permission for the research team to access my medical records for the purposes of this research study.
	

	5. I understand that relevant sections of my medical notes and data collected during the study may be looked at by individuals from the Sponsor (University of Edinburgh and/or 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 and/or medical records.
	

	6.  I give permission for my personal information (including initials, name, date of birth, ethnicity, address, postcode, telephone number, email address, ,and consent form) to be retained on NHS servers for administration of the study.
	

	7. I give permission for my Community Health Index (CHI) number or hospital number to be collected and retained on NHS servers 
	

	
	

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

	.
	

	
	

	9. I agree to my pseudoanonymised data being used for future ethically approved studies.
	Yes  No 

	10. 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.
	Yes  No 

	11. I agree to my interview being audio recorded and the use of pseudoanonymised quotes in research reports and publications.
	Yes  No 

	12.  I agree to my audio recorded interview being transcribed by a third party contractor.
13. I agree to be contacted with the results of the study and therefore my contact details to be stored until the study results are available 
	Yes  No 

	14. 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; 1x copy – into medical record
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