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Please edit with your local ethics committee / national requirements

Do not use in the UK – this project should be registered as audit / service evaluation and caldicott guardian approval should be sought



LATITUDE 1 — An international, prospective cohort study on lower transverse incisional / interparietal hernia
You are invited to take part in the LATITUDE 1 study — an international observational cohort study looking at how often a particular type of hernia (a Lower Abdominal Transverse Incisional / interparietal hernia, or LATI-H) is found at the time of routine keyhole (laparoscopic) surgery. 
Before 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. You may wish to talk to others about the study. Please contact the research team if anything is unclear or if you would like more information. Take time to decide whether or not you wish to take part.
This is an observational study. It does not involve any new treatment, medicine, or change to your operation. Your usual care will not change in any way as a result of taking part.
	What is the purpose of the study?

	Many operations, including caesarean sections (C-sections), gynaecological procedures and bowel surgery, are performed through a horizontal (side-to-side) cut low on the abdomen. After these operations some people develop a hernia where tissue pushes through a weakness in the deeper layers of the abdominal wall. These hernias can be difficult to detect on examination and on routine scans, and they may be an under-recognised cause of lower abdominal pain, pelvic pain, back pain, bloating or a feeling of pressure.
The LATITUDE 1 study aims to find out how well the abdomen is looked at during keyhole (laparoscopic) operations that are happening anyway. We will find out how many other findings including lower abdominal wall hernias are identified using this method. By collecting this information from many hospitals around the world we will get a much better understanding of how often these hernias occur, who is affected, and what symptoms they cause. This will help doctors recognise and treat them better in the future.

	Why have I been invited to take part?

	You are being invited because you are scheduled to have a planned or emergency keyhole (laparoscopic, laparoscopic-assisted, or robotic) operation. During any keyhole operation, the surgeon routinely inspects the inside of the abdominal wall as a normal first step. We are asking your permission to record what is seen during that routine inspection, and to ask you a few brief questions about any previous operations and symptoms.

	Do I have to take part?

	No. It is entirely up to you whether or not to take part. If you decide to take part you will be given this information sheet to keep and asked to sign a consent form. You are still free to withdraw at any time and without giving a reason. Deciding not to take part, or withdrawing later, will not affect the healthcare you receive or your legal rights in any way.

	What will happen if I take part? — There is no change to your usual care

	This is the most important point: taking part in LATITUDE 1 does not change your operation, your treatment, or your follow-up in any way. Your surgery will be performed exactly as it would have been if the study did not exist. There is no change to your treatment. The study only records information about what is found during your routine operation and a small amount of information from your medical record.
How long do I have to decide?
You will be given as much time as is practical before your surgery to read this information, ask questions, and decide whether you wish to take part. You should not feel under any pressure to make a quick decision.
Who will take consent?
A trained member of the clinical or research team — usually a doctor, nurse, or research practitioner — will explain the study and answer your questions before you are asked to sign the consent form.
Screening and inclusion
To take part you must be aged 18 or over and undergoing a laparoscopic, laparoscopic-assisted, or robotic operation in which it is possible to see the lower abdominal wall. No extra tests or procedures are required for screening.
What does taking part involve?
1. A few brief questions before your operation about any previous abdominal or pelvic operations, pregnancies, and any symptoms (such as lower abdominal or pelvic pain).
1. Permission for the research team to look at relevant parts of your medical record (clinic letters, operation notes from previous surgeries, and imaging reports).
1. During your operation, the surgeon will perform their normal inspection of the abdominal wall (a standard step of any keyhole surgery) and record any findings on the operation note in the usual way.
1. If a hernia is identified and your surgeon decides to repair or take it down at the same operation, this is a clinical decision made by your surgeon — not by the study. If this happens, the team will record information about the repair and check on your recovery up to 30 days afterwards using your routine medical records.

Will my operation take longer?
No. The inspection of the abdominal wall is a routine step of every keyhole operation. The study does not add any extra time to your surgery and does not change the operation itself.
Are there any extra visits or tests?
No. There are no extra hospital visits, no extra appointments, no extra blood tests, and no extra scans because of this study. Any clinic appointments, scans or tests you have are part of your normal NHS / hospital care.
Randomisation, blinding, study medicines
None of these apply. LATITUDE 1 is an observational study, not a clinical trial. There is no allocation to different treatment groups, no blinding, and no study medication.

	What are the possible benefits of taking part?

	There are no direct benefits to you from taking part. The information collected will help doctors better understand and recognise this type of hernia, which may benefit other patients in the future. If a hernia is identified during your operation, your surgical team will tell you about it as part of your normal post-operative discussion, regardless of whether you are in the study.

	What are the possible disadvantages or risks of taking part?

	Because the study does not change your treatment in any way, there are no medical risks from taking part. The only commitment from you is the time taken to read this information sheet, answer some brief questions, and sign a consent form.
If a hernia is identified at the time of surgery, this is information that would have been recorded in your operation note in any case. The decision about whether to repair or leave any hernia at the time of operation is a clinical one made by your surgeon, based on what is safe and appropriate for you, and would happen in exactly the same way whether or not the study existed.

	What if there are any problems?

	If you have a concern about any aspect of this study, please contact the local research team using the contact details at the end of this sheet. They will do their best to answer your questions. Because the study does not involve any new intervention, the chance of harm directly caused by the research is extremely low. If you are concerned, the normal NHS / hospital complaints mechanisms remain available to you.

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

	You can withdraw at any time, without giving a reason, by contacting the local research team. Withdrawing will not affect your current or future treatment. If you withdraw, you can ask either that no further information is collected, or that the information collected so far is removed from the study (where this is still possible). Some information may have to be retained for legal and regulatory purposes.

	What happens when the study is finished?

	Once the study has finished, the data will be analysed and the results published. Personal contact information will not be retained beyond what is needed for the study. A secure, fully anonymised research dataset may be archived for at least 10 years. Anonymised data may be shared with other researchers, regulators or sponsors for the purposes of investigation or research.

	Will my taking part be kept confidential?

	Yes. All information collected 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 need to use information from you and from your medical records for this research project. The information that is sent to the central study database (managed by the University of Edinburgh) is anonymised — it does not contain your name, your address, your date of birth, or your NHS / CHI number. Each record is identified only by a unique LATITUDE study number. The link between this study number and your identity is kept securely at your local hospital and is not shared with the study team.

The information collected includes things like your age, sex, body mass index, relevant medical history, previous operations, any current symptoms, and what was seen during your operation. Personal identifiable information (such as your name on the consent form) stays at the hospital where you are treated. This is not a research study, unless it is registered as such in your country. The study team will ensure your privacy by:
1. Limiting the personal information we collect to only what is necessary;
1. Limiting access to data to researchers who have undertaken specific data safety training;
1. Controlling and recording who accesses your data;
1. Storing any paper data in locked cabinets within access-controlled areas;
1. Storing electronic data in encrypted format on secure servers in a data centre with 24/7 security.
Sharing data and international transfers
Because LATITUDE 1 is an international study, fully anonymised data may be shared with researchers, sponsors, regulators and authorities outside the UK for the purposes of this research. The data shared will not contain your name, date of birth, contact information, and we will take steps to make sure you cannot be identified.

	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. We will keep information about you that we have already collected unless you specifically ask for it to be removed. Some data may have to be retained for legal and regulatory reasons. If you decide you no longer wish to take part, please tell the local research team using the contact details below.
Even if you do not withdraw, you have the right to ask us to remove, change, or delete data we hold about you for the purposes of the study. We may not always be able to do this if it means we cannot use your data to do the research; if so, we will explain why.

	Where can you find out more about how your information is used?

	You can find out more about how we use your information:
1. By asking a member of the local research team
1. By visiting the study website at https://latitudestudy.org
1. By contacting the study team using the details at the end of this sheet.

	What will happen to the results of the study?

	The results will be written up as research publications and shared at conferences so that surgeons and other clinicians can learn from them. You will not be identifiable in any published material. The findings will also be made available on the study website (https://latitudestudy.org). If you would like a summary of the results sent to you, please tell the local research team.

	Who is organising and funding the research?

	LATITUDE 1 has been organised by an international collaborative group. There is no commercial sponsor, and no individual doctor, research team or healthcare team is being paid extra for your participation. There is no financial interest involved in your participation in the research.

	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 interests. Where required, a favourable ethical opinion has been obtained from <insert REC name>. At many sites, LATITUDE 1 has been registered as a clinical audit or service evaluation, since it does not change clinical care; the appropriate local approvals are obtained at each centre before any data is collected.

	Researcher contact details

	If you have any further questions about the study, or if you change your mind about taking part, please contact the local research team:
Local Principal Investigator: <insert name>
Telephone: <insert number>
Email: <insert email address>
Study website: https://latitudestudy.org




	Independent contact details

	If you would like to discuss this study with someone independent of the study, please contact <insert independent contact details>. Please take time to discuss participation in this research with your family, friends, carers or GP.

	Complaints

	If you wish to make a complaint about the study, please contact the local audit / research and development department at the hospital where you are being treated. <Insert local contact details>.





	Participant ID:
	 
	Centre ID:
	 


CONSENT FORM
LATITUDE 1 — An international, prospective cohort study on lower transverse incisional / interparietal hernia
LATITUDE 1 is an observational study. Taking part does not involve any new treatment or change to your operation. Your usual care will not change in any way.
	Statement
	Please initial

	I confirm that I have read and understand the Participant Information Sheet (version <insert>, dated <insert>) for the LATITUDE 1 study. I have had the opportunity to consider the information, ask questions, and have had any questions answered satisfactorily.
	 

	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 or legal rights being affected.
	 

	I understand that LATITUDE 1 is an observational study and that taking part will NOT change my operation, my treatment, or my usual care in any way.
	 

	I give permission for the research team to access relevant parts of my medical records (including clinic letters, previous operation notes, and imaging reports) for the purposes of this study.
	 

	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.
	 

	I give permission for findings from my routine intra-operative inspection of the abdominal wall, and brief information about my medical history and any symptoms, to be recorded by the research team.
	 

	I understand that the data sent to the central study database will be anonymised and will not include my name, date of birth or address.
	 

	I understand that, if a hernia is identified during my operation, the decision about whether to repair it is a clinical decision made by my surgeon and is not influenced by my participation in the study.
	 

	I agree to take part in the LATITUDE 1 study.
	 



	Optional — please tick Yes or No
	Yes / No

	I agree to my anonymised data being used for future ethically approved research studies.
	Yes ☐      No ☐

	I understand that anonymised data generated during the study may be sent outside the UK / European Economic Area, where laws protecting personal information may differ from those in my own country.
	Yes ☐      No ☐

	I agree to my General Practitioner being informed of my participation in the study.
	Yes ☐      No ☐

	I agree to be contacted about other 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 ☐



	Name
	Date
	Signature

	Person giving consent (participant)
	 
	 

	Person receiving consent
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