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PARTICIPANT INFORMATION SHEET

Short Title:  Covid-19 Gest Testing
Study Title:  Gestational diabetes during the Covid-19 pandemic: an observational study 
to critically evaluate and refine the novel diagnostic strategy for gestational diabetes.
An invitation to take part: We would like to invite you to take part in a research study which is being sponsored by Cambridge University Hospitals NHS Foundation Trust. Before you decide, you need to understand why the research is being done and what it would involve for you. Please take time to read the following information carefully. Talk to others about the study if you wish. 

Part 1 tells you the purpose of this study and what will happen to you if you take part. 
Part 2 gives you more detailed information about the conduct of the study. 

Ask 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. The Patient Advice and Liaison Service (PALS) at Addenbrooke’s Hospital can be approached for independent advice about the research information that you have been given. Thank you for reading this information sheet.

PART 1
What is the purpose of this study? Until recently the standard test for gestational diabetes Mellitus (GDM; the most common form of diabetes in pregnancy) was the Oral Glucose Tolerance Test (OGTT).  However, due to Covid-19, many hospitals have had to change the diagnostic pathway, in order to adapt to new social distancing recommendations. There is now a combination of methods being used to diagnose gestational diabetes but this has not been thoroughly tested.  
The aim of the current study is to investigate whether the new diagnostic strategy can correctly identify women with high blood glucose levels in pregnancy. We will also assess if a tiny skin sensor, called a continuous glucose monitor, could be used to do a better diabetes test at home. 

If you would like to take part, we will ask you to give an extra sample during your diabetes blood testing visit at 12 or 28 weeks of pregnancy (this will be given at the same time as your standard blood test and so you will not have an additional needle stick).  We will ask you to wear a special glucose sensor called a continuous glucose monitor at home for around a week, this will be masked which means you will not be able to see the glucose metre readings. We will also ask you to have a sugary drink at home – we will provide this. It will take around 15 minutes for you to have your normal blood tests in hospital, and participating in this study will require around an extra 5 minutes. The research team will normally contact you over the telephone to avoid any risk to you. 

After you have taken part in the study, we may also ask you about your experiences using the continuous glucose monitor. This would be a short telephone interview which will be audio-recorded.  To protect your identity we will use a study code instead of your name.  This will be in the form of a number, for example:  001, 002 etc for the audio-recording interview. The interview will take approximately 20 minutes.  However, we will stop at any point should you wish to. There will be no right or wrong answers, we would really just like to know what you think of this new way of testing. 
Why have I been invited? You have been sent this information and are being invited to take part in this study because your clinical team would like to offer you NHS pregnancy diabetes (known as gestational diabetes) screening.  We believe you have one or more risk factors for hyperglycaemia (high blood sugar).
Do I have to take part? You are under no obligation to take part in this study. If you are interested, we will describe the study, give you this information sheet and answer any questions you might have. If you decide to take part in the study, we will then ask you to sign a consent form to show you have agreed to take part. Even after you sign the consent form, you are free to withdraw at any time, without giving a reason. This would not affect the standard of care you receive in the future. 

Will this affect my normal medical care? Your normal medical care will not be affected by this study. 

What do I have to do? If you decide to take part in the study, you will call/email from the contact details that were sent to you.  You will be sent the information sheet (this document) and consent form.  The nurse/midwife from the research team will contact you by telephone (call no: 1) and ask you to read this information.  You will be asked if you have any questions about the research.  The nurse will arrange to call you (call no: 2) when you have had the chance to read the information and she will ask over the telephone if you would be willing to take part in the study. This is known as verbal consent.  If you are happy to take part you will be then asked to sign a consent form and to bring that in with you when you come in for your blood test appointment. The research nurse/midwife will talk to you about any illnesses you have had and ask other questions about your health which is relevant to our study, such as your height, weight, age and the medicines you are taking. All the information collected will be kept strictly confidential, and will only be available to the research team and your clinical team. For your safety, most contact from the research team will be via telephone and email. 
When you come in for your blood test appointment (Day 1) - The research nurse will check if you are still willing to take part in the study and if you are she will ask you for your signed consent form which she will countersign and give you back a copy of it.  Around 3-4 teaspoons of blood will be collected in total. This includes around 2 teaspoons for your NHS blood tests and 2 teaspoons for the research tests.  You will not need to have any extra needle sticks as it can be collected at the same time as your normal blood.  Then, the continuous glucose monitor will be applied to your arm. This takes less than 1 minute and is painless. 
You will be given a study pack to take home with you.  The pack will have a sugary drink solution with some simple instructions on when to drink it.  We will ask you to drink the solution on Day 4 after your blood test. The nurse/midwife will give you an email and telephone number for you to call with any questions you have, and can contact you to remind you before Day 4 if you would like.
On Day 3 you should have your dinner at the normal time, then eat nothing after 9pm until the following morning. You can have sips of water during this time, but no drinks containing calories or caffeine. On Day 4, you should not have breakfast and instead should take the sugary drink at 9am exactly. In case there are any unforeseen delays, we will ask you to note down the time that you drink the glucose solution.  If at all possible please drink all the solution within 5 minutes.  You should avoid exercise and not eat again for 3 hours after drinking the sugary drink.
Between Day 7 and Day 10 the glucose sensor will stop by itself. You can remove the glucose sensor (like removing a sticking plaster) and put all the equipment back in the study pack. We will ask you to drop off the equipment at the Rosie hospital reception, or to clinic 21 during your next hospital appointment. If that is not possible the study team can collect it from your home. We will aim for non-direct contact (due to Covid-19) and so will not disturb you when we come to collect the equipment. If preferred you can be given a stamped addressed envelope to return the equipment in the post by a certain date.
The following flow diagram shows what you can expect if you take part.
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What are the possible disadvantages or risks of taking part? Having blood taken (venepuncture) can be uncomfortable and can leave minor bruising around the site. 

The Continuous glucose monitor (CGM) is used a lot in adults and children and their application is very quick (less than 1 minute) and virtually painless, however you may be aware of the presence of the CGM on your upper arm.
The CGM results will not be routinely made available to you or the clinical team. However they will be reviewed by Dr Claire Meek. If the glucose results are unexpectedly high, we will contact you via telephone to discuss any onward treatment required in the diabetes in pregnancy service, if this is necessary.
There is a small risk that while analysing your blood tests, we will detect abnormalities which you were not aware of before the study.  If this occurs, we will discuss the matter with you in confidence. If you are willing, we would then talk to your GP who can arrange appropriate treatment if required. While this is a risk of participation in the study, it offers you the possibility of having important conditions diagnosed early, which may be of great benefit to your long-term health.  
Are any devices or drugs involved? There are no drugs involved in the study.  The Continuous Glucose Monitoring devices used are widely worn by people with diabetes, including children, and their insertion is very quick and virtually painless.  You should not be able to feel the device once it is inserted, although you will probably be aware of its presence in your upper arm.  We will show you how to take it off at the end of the test period.
What are the possible benefits of taking part?  We cannot promise the study will help you but we hope the information will help improve care for pregnant women in future during the Covid-19 pandemic and beyond. 
Will I be paid for taking part in the study?  You will not be paid for taking part in the study.  

What happens when the research study stops? The blood and other samples taken for analysis will be stored and discarded 3 months after the end of the research study, or used in future ethically-approved studies.

What if there is a problem? Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed. The detailed information of this is given in part 2.

Will my taking part in the study be kept confidential? Yes. We will follow ethical and legal practice. All information about you will be handled in confidence. The details are included in Part 2.

If you have found this information interesting and you are considering participation, please read the additional information in Part 2 before making any decision.

PART 2
How will we use information about you? 
What if new information becomes available? We continuously review the latest scientific reports in order to plan useful and worthwhile experiments. If new evidence came to light, we might consider amending our study design. However, if this occurred, we would explain the changes to you and give you the opportunity to withdraw if you wish. 
Will video/audio tapes be used?  We will ask up to 20 women if they would also be willing to have a short telephone interview after using the continuous glucose monitor. We will audio-record these interviews but will encourage you not to include details which might identify you. The audio-recordings will be transcribed (typed out) by a transcription service used by Cambridge University.  In order to do this the research team upload the recording to a secure folder.  The audio-recordings will be destroyed after they have been transcribed. Data from this interview may be stored and used for future ethically approved studies.  Any identifiable information will be removed before the data is analysed.
What if there is a problem? If you have a concern about any aspect of this study you should ask to speak to the researchers who will do their best to answer your questions (07729 616834). The Addenbrooke’s hospital Patient Advice and Liaison Service (PALS) is also available to offer advice or support and to listen to any concerns (01223 216756). If you remain unhappy and wish to complain formally you can do this through the NHS Complaints Procedure (University of Cambridge), details of which can be obtained from the hospital.

Are there any compensation arrangements if something goes wrong? If you wish to complain about any aspect of the way you have been approached or treated during the course of this study, the normal NHS complaints mechanism may be available to you. In the event that something does go wrong and you are harmed during the research and that is due to someone’s negligence then you may have grounds for legal action for compensation against the University of Cambridge and Cambridge University Hospitals NHS Foundation Trust, but you may have to pay your legal costs. The normal NHS complaints mechanisms will still be available to you.
Will the use of my data meet GDPR rules?   

GDPR stands for the General Data Protection Regulation. In the UK we follow the GDPR rules and have a law called the Data Protection Act. All research using patient data must follow UK laws and rules. Universities, NHS organisations and companies may use patient data to do research to make health and care better. When companies do research to develop new treatments, they need to be able to prove that they need to use patient data for the research, and that they need to do the research to develop new treatments. In legal terms this means that they have a ‘legitimate interest’ in using patient data. Universities and the NHS are funded from taxes and they are expected to do research as part of their job. They still need to be able to prove that they need to use patient data for the research. In legal terms this means that they use patient data as part of ‘a task in the public interest’. If they could do the research without using patient data they would not be allowed to get your data.
Researchers must show that their research takes account of the views of patients and ordinary members of the public. They must also show how they protect the privacy of the people who take part. An NHS research ethics committee checks this before the research starts.
How will you use information about me? 
We believe that the confidentiality of your personal data is vital. We will need to use information from you and your medical records for this research project. This information will include your initials, hospital number, name & contact details.  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 have your anonymised information instead.  We will keep all information about you safe and secure.  Some of your anonymised information will be sent to other countries. They must follow our rules about keeping your information safe.  Once we have finished the study, we will keep some of the data for 15 years 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.
Dr Claire Meek and the study team will have access to your personal data. These healthcare professionals have either full NHS hospital contracts or honorary hospital contracts with Cambridge University Hospitals NHS Foundation Trust which have the appropriate confidentially clauses inserted. We sometimes supervise students in healthcare disciplines who need to learn about clinical research, who also have strict obligations to maintain confidentiality. It is also possible that representatives of the University of Cambridge or Cambridge University Hospitals NHS Foundation Trust may ask to see the study files, to confirm that the research is being performed to the required high standards. All staff are aware of the requirement for strict confidentiality and work to appropriate confidentiality standards.

We will delete your personal details 12 months after the study is completed or store them securely in the secure data hosting service at the University of Cambridge separately to where the clinical data will be stored, for use in future ethically approved studies, such as a follow-up study after the current study is completed.
If you should lose the capacity to offer continued consent in the future for taking part in the study (for example, by becoming ill or by its complications) then you would be removed from the study and no new data or samples will be collected from you.  However, we would like to retain and use any data or samples we had already collected from you until this point.
We do not transfer identifiable data to other parties. However, the continuous glucose monitoring information is held securely in an anonymous manner on the company website. The company therefore have access to some of your information, including glucose results, but have no information which could be used to identify you. 
What will happen to the samples I give? Once the samples have been obtained by the researchers, they will be anonymised for identification and storage. Most of the laboratory analysis will be performed in hospital laboratories in the UK, but occasionally we send samples to other laboratories across the world for specialist testing. All samples which leave the UK will be anonymised to keep your personal data safe and the samples will be returned to us once laboratory testing is complete. Once 3 months have passed after the end of the study, the samples will be disposed of in accordance with the best practice for research samples as defined by the Human Tissue Act (2004).  You can choose on the consent form whether you would like/not like the retention of samples and/or data to be used for future ethically approved research.
Will any genetic tests be done? No genetic tests will be done. 

What will happen to the results of the research study? We plan to write scientific papers in medical journals explaining to others what we have learnt from doing these studies. Personal identities will not be revealed in any publications.  There is an option on the consent form to choose to receive a summary of the results of the study once these are available. 
Can I withdraw from the study if I change my mind? You will be free to withdraw from this study at any stage without explanation and without it affecting your current or future treatment but we will keep information about you that we already have.  If you choose to stop taking part in the study, we would like to continue collecting information relating to the study about your health from your hospital records. If you do not want this to happen, tell us and we will stop.
Any samples taken up to the time of withdrawal will be kept and used in the study for the purposes they were taken for unless you specifically request otherwise. 
Where can you find out more about how your information is used? You can find out more about how we use your information;

· By asking one of the research team
· at www.hra.nhs.uk/information about patients/
· By sending an email to add-tr.digeststudy@nhs.net
· By contacting the Data Protection Officer at Cambridge University Hospitals NHS Foundation Trust at;

Box 153
Addenbrooke's Hospital
Hills Road
Cambridge
CB2 2QQ

Tel: 01223 245 151 

Who is organising and funding the research? This study is jointly sponsored by Cambridge University Hospitals NHS Foundation Trust and University of Cambridge and is funded by Diabetes UK.  

Who has reviewed the study?  All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been reviewed and given a favourable opinion by the Derby Research Ethics Committee.

Are there any other studies which I could take part in?  If you would be interested in taking part in further studies, we would be delighted to give you more information. 
Thank you for taking the time to read this leaflet! If you decide to take part, you will be given a copy of this information sheet and a signed consent form to keep. 

Should you wish to discuss any issues related to this study, please use the contact details below:
Joanne Brown 



      Deborah Hughes


Dr Claire Meek

Reg Nurse, qualified Midwife, MClin Res  
      Reg Midwife, MSc Midwifery

MBChB MSc MRCP FRCPath PhD

Research Nurse/Study Coordinator                 Research Midwife


Honorary Consultant & Senior      

 
 
 
Research Fellow, IMS CB2 0QQ
University of Cambridge


      University of Cambridge

University of Cambridge
Telephone: 07729 616834

      Telephone: 07729 616834

Telephone: 07729 616834
Email add-tr.digeststudy@nhs.net 
      Email: add-tr.digeststudy@nhs.net
Email clm70@cam.ac.uk
Institute of Metabolic Science





You receive a letter suggesting your doctors would like you to come in to the Rosie to have a blood test to check for high blood sugar. You contact the hospital using contact details you received in letter.





You contact the hospital (using the telephone number on the letter and poster) to arrange an appointment and to say if you are interested in finding out more about the study.





Research nurse/midwife arranges to call you (phone call 1) and discusses the study.  If you would like to receive the information, she will send it to you.





Research nurse/midwife arranges to call you again (phone call 2).  After your questions have been answered and if you wish to take part, you say this on the phone and then the nurse/midwife asks you to sign the consent form and bring it with you to your blood test appointment.





Same time as your appointment at the hospital.





Day 1 of study – your blood test appointment at the hospital.  Meet the research nurse for her to countersign your consent form. 


Have your blood test (3-4 teaspoons)


Have your glucose monitor applied to your arm


You are given study pack








Day 3 of study - nurse/midwife calls you to remind you not to eat or drink anything after 9pm (21.00hrs) except for sips of water.








Day 3 of study – Nurse/Midwife calls you to remind you to not eat or drink anything after 9pm (21.00hrs) except for sips of water.








Day 3 of study – Nurse/Midwife calls you to remind you to not eat or drink anything after 9pm (21.00hrs) except for sips of water.








Day 4 of study – don’t have your breakfast, INSTEAD drink the sugar drink (in your study pack) at 9 a.m. and write down the exact time you drank it and drink it all within 5 minutes.


DO NOT eat anything or do exercise until 3 hours after this.  Then you can return to drinking and eating as you normally would.











Day 4 of study – don’t have your breakfast, INSTEAD drink the sugar drink (in your study pack) at 9 a.m. and write down the exact time you drank it and drink it all within 5 minutes.


DO NOT eat anything or do exercise for 3 hours after this.











Day 7-10 of study – remove the monitor on your arm and put all equipment back in the study pack.


Nurse/midwife will contact you to arrange the return of the study pack.  Ideally they will collect the study pack from a safe place outside your house.  However, it can be sent in a SAE if you prefer, or dropped in clinic 21 at the hospital.


THIS ENDS THE STUDY FOR MOST WOMEN.











However, if you are willing to take part in having a one-off interview (lasting approximately 20 minutes) to tell us what you think of using the glucose monitor the research team will arrange this with you.
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