Study Title: Role of MEBO Scar™ cream in enhancing the appearance of cosmetic scars
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How Does an Over the Counter Topical called MEBO Scar™ 

Cosmetically Improve Skin Scars?

We would like to invite you to take part in a research project.  Before you decide, it is important for you to understand why this research is being undertaken and what it would mean for you if you did take part.  Please take time to read this information sheet carefully and feel free to discuss it with your friends, family or your GP if you wish.  Please ask us if you require any clarifications or further information. Thank you for taking time to read this information sheet.

Participation in this study is completely voluntary and if after you have heard about the study you would prefer not to take part, your decision will be accepted without question. This research project does not affect your treatment nor does it offer any treatment.

TITLE OF THE STUDY: Role of MEBO Scar™ cream in enhancing the appearance of cosmetic scars

What is the purpose of the study?

A scar is a natural part of healing. Most people produce fine, thin scars but this can depend on a number of factors. It is thought that a long time for wound healing and skin closure can cause thicker, more raised scars. These unsatisfactory scars are often itchy, painful and cause distress to the sufferers.

We would like to investigate how the topical application of an over the counter cream called MEBO Scar™ cosmetically improves skin scarring and to determine what changes occur in the new scar tissue and cells.
Why have I been chosen?

You have been chosen for participation in this study because you are a healthy volunteer who has responded to an advert placed online or at the University of Manchester.

Who is organising this study?

This study is jointly organised by the University of Manchester and University Hospital of South Manchester. The study is being sponsored by the University of Manchester.
What will happen to me if I decide to take part?

If you decide you may want to participate in this study, you will need to return the reply slip enclosed.  Then a member of the research team will contact you with a suitable pre-study ‘screening appointment’ time for you to attend the Out-patient Clinic at University Hospital of South Manchester. Your attendance at this appointment does not mean you are obliged to take part. 
If you are eligible and decide to participate in this study, the researcher will arrange another appointment for you to attend. This will be the ‘initial study appointment’ (Day 0) and if you are still happy to continue, we will request that you sign a consent form. 

A total of 4 skin biopsies will be performed to your inner upper arms and you will be asked to apply a topical cream to each of the scars during the study period. Additionally, photographic images will be taken of your scars at each visit. Please see the attached flowchart for full details of what each appointment will involve. 

The study will require you to commit to follow-up appointments for up to a period of 8 weeks a variable time period. During this period you will be seen on a fortnightly basis.  You may be in the study for 4 weeks or up to 16 weeks, depending on which group you have been allocated (at random). We will aim to offer flexible appointments around your current other commitments (i.e. early or late appointments) as able. Each visit will last approximately 30-60 minutes.
Please note that participation in this study will not affect your health treatment in any way, neither will your participation in the study offer you any treatment.
Please be assured that all the research staff involved in this study are healthcare professionals and are highly experienced at dealing with wounds and scars.

What are the possible benefits of taking part? 

The results of this study may not benefit you directly in the short term. However, should the results lead to development of new treatment therapies and guidelines for skin scarring in the future; it could be of immense benefit to patients already suffering from scars.

What are the possible risks of taking part?

There are no major risks from having a small skin biopsy (sample) taken. Occasionally even following the best wound care advice for your skin biopsy wounds, an infection can occur. Also, it is possible that you could have a reaction to either the local anaesthetic used or the treatment or placebo creams. If irritation occurs from using the creams, stop using them immediately. Wash the gel from your skin with lots of cold water and contact the research team in the first instance (and your GP if needed). If you have any concerns or questions please contact Dr A Bayat, Ms S Ud-Din (Research Nurse) or the researcher team as soon as possible.

Payments

You will be compensated for your time, inconvenience and the procedures carried out. If you attend the screening appointment you will be reimbursed for your travel expenses only. After this, if you are suitable and would like to take part in the study you will be compensated £10 (for subjects within 3 mile radius) or £20 (for subjects beyond 3 mile radius of the hospital) per visit, and an additional £15 per biopsy taken. A claim form will be provided to you and all claims will be processed at each visit. You do not need to bring anything with you. The total amount of reimbursement  is variable depending on how long you are required to participate but amounts up to a maximum of £240.  

What will happen to my tissue sample?

After collection, the tissue samples will be taken to the University of Manchester and stored in a safe and secure place. The samples will be anonymised (coded) and no other personnel will be able to trace your identity from the sample. 

Confidentiality - who will know I am taking part in the study?

All participants' details will be confidential and samples will be assigned code numbers to maintain anonymity. Your details will be stored in a secure place at the University of Manchester and no other personnel will have access except for the medical staff involved. The data and information collected will be stored for 10 years. The only other time someone might need to look at the study information is during an audit or monitoring visit. This is when people from the University of Manchester, NHS Trust or regulatory authorities review all the data to make sure the study is being carried out as planned. If you agree, they will include your identifiable data when doing the checks (they will see it belongs to you). Anyone that does look at the data will have a duty to keep it confidential. 

Results of the Study

Results of the study will not be entered into your medical records. However, we will inform you of the overall outcomes of this study when they become available, in a short written report to be forwarded to the address supplied (unless you wish us not to do so).

GP notification

With your permission, your GP will be notified of your participation only in this study. 

What happens if I am worried or I have a complaint?

If you are worried about an aspect of the study then you will be provided with the details of an experienced member of the research team at the time of consent.  We will be happy to answer any questions you may have.

If you have a minor complaint then you need to contact the researcher(s) in the first instance on Telephone: 07852 159065 
Email: rubinder.basson@manchester.ac.uk
If you wish to make a formal complaint or if you are not satisfied with the response you have gained from the researchers in the first instance then please contact the Research Governance and Integrity Manager, Research Office, Christie Building, University of Manchester, Oxford Road, Manchester, M13 9PL, by emailing: research.complaints@manchester.ac.uk or by telephoning 0161 275 2674 or 275 2046.

Harm
In the event that something does go wrong and you are harmed during the research you may have grounds for a legal action for compensation against the University of Manchester or University Hospital of South Manchester NHS Foundation Trust but you may have to pay your legal costs. 

Contact for further information:

Dr Ruby Basson 
Clinical Research Fellow

Plastic and Reconstructive Surgery Research


Centre for Dermatology Research 
Institute of Inflammation and Repair 

University of Manchester

Stopford Building
M13 9PT

Telephone: 07852 159065 
Email: rubinder.basson@manchester.ac.uk
Ethical approval has been obtained by the University of Manchester Research Ethics Committee (ref. no. 16098). 
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