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Participant Information Sheet
Point of care testing for HCG to improve access to very early medical abortion (VEMA) and to simplify the follow up regimen 

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?

	
· People are presenting for an abortion at earlier gestations than they previously have done, often before a pregnancy can be confirmed on an ultrasound scan. This means that patients often have to have their pregnancy hormone-HCG- tracked on blood tests. 
· At present, the standard care for Very Early Medical Abortion (VEMA) involves a blood test on Day 0 (the day you take the first medication) and Day 7. This can mean you wait for a week to know if your abortion was effective or not. 
· Within our service, the HCG is measured on a blood sample we take from your vein. This is tested on a machine within our clinic known as a point of care test. 
· This study aims to identify if we can confirm the success of your abortion, or identify any problems, sooner than 7 days following the procedure. This will mean quicker reassurance for patients that the treatment has gone to plan, or earlier management of any problems. 
· This study will involve approximately 130 women from countries across Europe 


	Why have I been invited to take part?

	
You have been asked to take part as you have been identified as meeting the criteria for VEMA and plan to go ahead with this treatment. 


	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. 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?

	
· If you decide to take part in the study, you will go ahead with the first part of your  treatment as planned today (Day 0)
· You will then take the second part of your treatment either 24 hours or 48hours after the first part. This is the usual protocol for VEMA and the study makes no changes to this (Day 1 or Day 2).  
· We will then make you a further appointment for you to return to our clinic between Day 2 and Day 4 of your treatment. This will be between 24-48hours after the second part of your treatment, depending on when you take it. We will decide the best day for this appointment with you, based on when you plan to take your treatment. Please contact us if this changes so we can update your appointment if needed. 
· During this appointment we will take a blood sample from a vein in either your arm or hand. We require between 5-10mls of blood for this blood test, which is around the size of a tablespoon. We will then put this into our machine. 
· You will also be offered a finger prick blood test (a small needle inserted into one of your fingers to get a spot of blood). This will then be put into our machine. This is to allow us to compare how well our machine works with blood from your finger rather than blood for your vein.  This is optional in the study. 
· Your extra visit to the clinic should take around 30 minutes, but no more than one hour. 
· Any unused blood will be discarded at the end of your appointment. It will not be stored for future testing. 
· You will then return to the clinic on Day 7 following your treatment as is planned. 
· You will be asked to complete a questionnaire to advise us if you preferred follow up on Day 2-4 or on Day 7 
· You will have between now and coming to your appointment between Day 2 and 4 to decide if you want to take part in the study. During your return appointment we will get you to sign a consent form before we take the samples. 
· If you were to lose capacity to consent for any reason after you had signed the consent form, we would keep the information we had already collected about you and still use this in the study.  
· We will compensate you for the extra clinic visit with a £45 shopping voucher for you to use as you wish. 
· You are eligible to take part in this study if you meet the following inclusion criteria: 
· Positive pregnancy test 
· Less than six weeks gestation based upon  the date of your last period
· No evidence of definite intrauterine pregnancy on ultrasound 
· No signs or symptoms or significant risk factors for ectopic 
· Wish to proceed to VEMA 
· Available for usual clinical follow up 
· Willing to attend for serum HCG on two occasions Day 2-4 and Day 7 post mifepristone 




	Is there anything I need to do or avoid?

	
There is nothing that you need to change about your daily life, or your usual abortion treatment to participate in this 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.

The results of this study may be used for the future commercial development of a new medicinal product, treatment or test. Your participation in this study will not entitle you to benefit financially from the commercial development of the product, treatment or test.

	What are the possible disadvantages of taking part?

	
· You will have to return to the Chalmers clinic for one extra visit than you would in the standard VEMA care pathway 
· You will have to have an additional blood sample and (if you consent to this) a finger prick blood test. These tests may be slightly painful and come with the normal risks e.g. bruising. 


	What if there are any problems?

	
If you have a concern about any aspect of this study please contact Jacqueline Quinn or Karen McCabe on 07973760871 (research mobile number) or 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 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?

	
· You are free to withdraw from the study at any point or you can be withdrawn by the Investigator. You would be withdrawn by the investigator if you do not attend your additional visit between Day 2 and Day 4.   If withdrawal occurs, the primary reason for withdrawal will be documented in the participant’s case report form if possible. You will have the option of withdrawal from:

(i) all aspects of the study but continued use of data collected up to that point. To safeguard rights, the minimum personally-identifiable information possible will be collected.
(ii) all aspects of the trial including data collected up to that point where it is possible to delete this data e.g. this data will not be used in the final data analysis. To safeguard rights, the minimum personally identifiable information possible will be retained e.g. consent form.

· You may stop at any time if they wish to do so without giving a reason. This will not affect clinical care.



	What happens when the study is finished?

	
· Any identifiable data that we hold on you will be destroyed 12 months after the study. This is unless you opt to receive the results from the study, in which case we would keep your contact details until the point that the data is published, and then delete it after this. 
· Your pseudonymised data (data linked to a unique code) will be destroyed 3 years after the study. Pseudonymised means your data will be linked to a unique code, so that if anyone where to look at it, it would not be immediately obvious that the data is yours. However, your identifiable details will still be held separately to the pseudonymised data, and the study team will be able to break the code and identify your data if required, prior to your identifiable information being destroyed as above. 
· No blood will be retained beyond your appointment between Day 2 and 4. 


	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 and from your medical records for this research project.

We will collect your Community Health Index (CHI) number or NHS number. Note that the 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 identify your data. 
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 NHS Lothian are the Sponsors of this research, and are responsible for looking after your information. We will keep all information about you safe and secure by:
· Keeping your information on NHS Lothian computers, and your written consent form within a locked room. 
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 3 years. The study data will then be fully anonymised and securely archived or destroyed. Only summary data will be sent to the funder


	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.
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.research@ed.ac.uk
· by ringing us on 07973760871 (research mobile) 


	What will happen to the results of the study?

	
This study will be written up as publication. It may also be presented at conferences and form part of a PhD Thesis 

You will not be identifiable from any published results.

If you wish to be contacted with the results of the study, we will keep your contact details and send you a summary of the findings when they are published. 


	Who is organising and funding the research?

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

The study is being funded by Nordic Pharma who will receive summary results only. Nordic Pharma is a pharmaceutical company but they have not been involved in the design of the study. They will only receive results where you cannot be identified. 




	Who has reviewed the study?

	
The study proposal has been reviewed by the research team within Chalmers Sexual Health Service. 

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 the West of Scotland Ethics Committee 3. NHS Management Approval has also been given.


	Researcher Contact Details

	
If you have any further questions about the study please contact Jacqueline Quinn  on  079737608710 (research mobile number) 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 (Consultant Sexual & Reproductive Health, Chalmers Sexual Health Clinic) 


	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
Point of care testing for HCG to improve access to very early medical abortion (VEMA) and to simplify the follow up regimen 
	
	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 and the secure web based data collection tool- redcap  
	

	7. I give permission for my Community Health Index (CHI) number or hospital number to be collected and retained on NHS servers and the secure web based data collection tool- redcap
	

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

	9. I agree to give a finger prick blood sample in addition to the sample from my vein. 
	Yes  No 

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

	11. 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 

	12. I wish to receive the results of the study once the results have been analysed 
	Yes  No 

	13. I understand that the data generated and tissue collected during this study may be used for future commercial development of products/tests/treatments/biomarkers and I will not benefit financially from this.
	

	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

IF consenting to results being sent to you: Preferred mode of contact:  (Please circle) 
Text              Email                    Post 


Details of how we are to contact you _________________________________
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