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PARTICIPANT INFORMATION SHEET
	Study title:
	Skin Reactions during Radiation Therapy 


	Principal investigator
	Associate professor Patries Herst

Department of Radiation Therapy (UOW)


	Contact phone number

027-3483945


You are invited to take part in a clinical trial. A clinical trial is a type of research study. Please read the information in this form carefully; it tells you why we want to do the trial and what it means for you to take part. The research radiation therapist will talk to you about the trial and will be able to answer any questions you may have about it or your involvement. Please feel free to discuss your participation in this trial with family, whanau and friends and take your time to decide whether you would like to take part. All participation in this study is entirely voluntary (your choice) and even if you decide to take part now and change your mind later, you are free to withdraw at any time. Whether you decide to participate in the study or not, your current or future healthcare will not be affected in any way.
If you decide to take part in the study, you will be asked to sign the pages at the end of this form to show that you have agreed to take part. You will be given a copy of the participant information sheet and consent form to take home with you.
Thank you for taking the time to read this information sheet.

1. Why are we doing this study?
This study compares the effect of Mepitel Film with that of Strata XRT Gel on skin reactions in patients receiving radiation therapy for breast cancer after mastectomy.
You have been invited to take part in this study because you have had a mastectomy and are about to undergo radiation treatment at Christchurch or St George’s Hospital. Radiation therapy often causes skin reactions (side effects) in breast cancer patients, which can vary from a slight reddening skin to severe redness and itching. In some patients, the skin may peel away in places, leaving the underlying tissues exposed. This can be quite painful, may stop you wearing a bra and interfere with normal day to day activities. There is no standard way to prevent the skin reacting like this to radiation therapy. 
We have already done three skin trials in New Zealand breast cancer patients that shown that silicone-based Mepitel Film reduces the severity of the skin reactions compared to a standard moisturising cream. However, the Film must be applied by a radiation therapist, which is inconvenient and takes time. Recently, another product has come on the market, StrataXRT which is a silicone-based gel which forms a thin film on the skin after application. In this study we want to compare the Film with the Gel that forms a film when applied to the skin. Both Film and Gel have a silicone contact layer that touches the skin. This silicone contact layer protects the skin from friction caused by clothing and other parts of the body. It does not affect the damage caused by the radiation but it allows the skin to heal itself by preventing further friction damage. It will not affect the amount of radiation the tumour bed receives.
2. Who will be asked to participate in this study?
All breast cancer patients who come to the department to receive radiation therapy after a mastectomy will be approached with information about the study by the research radiation therapist. However, patients who have had previous radiation therapy to chest area, who have metastatic disease (spread beyond the breast region), who have a Karnofsky score of <70, or who are not able to attend the follow up visits after completion of treatment will NOT be able to participate in the trial.
We aim to enrol 145 patients in this trial from a number of different New Zealand Hospitals. 
3. What does my participation in the study involve?
· Once you have been accepted into the trial and you have signed the consent form, the research radiation therapist will do an initial assessment of your skin to tell us what your skin looks like before you start radiation treatment. You will also be asked general questions about your health that may affect your likelihood of getting severe skin reactions during your radiation treatment. 
· On the first day of radiation treatment, the research radiation therapist will use a semi-permanent marker pen to indicate which skin areas will be covered in Film and Gel and photographs will be taken of these areas. Where on your skin the Film and Gel will be applied will be decided by randomisation but all participants will get to experience both the Film and the Gel.
· The Film will be applied by the research radiation therapist to the area on your chest randomised to Film and will remain on your chest for a week or longer. If the ends of the Film curl up, these ends will be cut of with scissors and if curling is too extensive, the Film will be replaced with a new piece of Film. 

· The Gel will be applied by yourself twice a day (mornings and evenings). You will need to squeeze a small amount of Gel from the tube (enough to cover a finger nail) and rub that carefully on the area on your chest randomised to Gel.
· You will be seen once a week by the research radiation therapist, who will check your skin to see determine if there is any reaction to the radiation treatment. 

· There are three assessments that will be done each week. Two of these will measure the overall severity of any skin reactions you may develop (RISRAS and RTOG) and one will require the research radiation therapist to specifically measure the size of any wet patches (moist desquamation) (MDS) that may develop during or in the few weeks after radiation therapy. The radiation therapist will also fill in most of the other two forms that measure the overall skin reaction severity. However, there is one part that you will be asked to fill in yourself. This part will ask you to compare how comfortable your skin feels underneath the Film and underneath the Gel. All findings will be recorded on an assessment form.

· Digital photographs will be taken of your chest area once a week. These photos may be used, with your permission, for reporting or publication purposes. There is a separate point in the consent form where you can give your consent for this. You will not be able to be identified in any of these photographs.

· After you finish your course of radiation therapy, we ask you to come back to the department once a week for four weeks so we can keep checking your skin and recording the severity of any skin reactions you may develop once you finish your radiation treatment.
· After you have completed this trial we will ask you to fill out a brief exit questionnaire that will ask you about your experiences of being on the trial and using the Film and the Gel on your skin.
4.  Are there any benefits or risks to me if I participate in this study?
· Our experience with the Film has shown us that the Film is very comfortable to have on the skin and makes the skin reactions less severe. One trial using the Gel in patients with head and neck cancer reported that the Gel was also very well tolerated and also decreased the severity of skin reactions. This trial will determine whether or not Film or Gel is better or similar in how well they protect radiation damaged skin from friction damage. We anticipate that this will lead to more standardised treatment for skin reactions caused by radiation therapy in New Zealand as well as throughout the world.
· In the unlikely event of an adverse reaction to the Film or Gel, we will ask you to stop using it and treat the affected skin with a moisturising cream instead.
· If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover
5. Are there any costs involved if I participate in this study?
There are no costs associated with this trial for you. We will obtain funding to pay for the Film and Gel and the University of Otago and the different DHBs will pay the salaries of the researchers involved.
6. What will you do with the information?
Information that may identify you, such as your name, address and date of birth, will be kept together with your medical records, skin reactions, digital photographs and exit questionnaire in your patient file in the oncology department. You will be given a special trial number to which all the trial information is linked.   

The Principal Investigator, Associate Professor Patries Herst, will collate and analyse only deidentified information that is no longer linked to your name, address or date of birth. 

This de-identified information will be stored on a password-protected computer in the office of the Principal Investigator at the University of Otago, Wellington for a period of 10 years. Only the research radiation therapists at your hospital will be able to link the de-identified information to you personally. Only the Principal Investigator and the University Biostatistician will have access to your de-identified information.
After collation of all the deidentified information, we will be able to tell whether the Film is better, worse or equally effective in managing skin reactions, compared with the Gel. We anticipate that this will lead to a more standardized treatment for radiation-induced skin reactions for breast cancer patients.

Reporting
We will report on the results of this study in scientific reports and publications. If you so wish, you can be informed of the results of the study by a letter written in lay terms. There is a separate point in the consent form where you can give your consent for this.
NO material will be published which can identify you personally.
You may be asked if we can use photos of parts of your skin to illustrate our findings. You will in no way be able to be identified by these photos. 
7. Do I have to participate in this study?
No, there is absolutely no requirement to participate in the study. The choice is yours; your participation is completely voluntary.
8. What are my rights?
If you decide to take part in the study now and change your mind later, you are free to withdraw from the study at any time. Whether you decide to participate in the study or not will not affect your current or future healthcare in any way.

If you wish to withdraw, please advise the research radiation therapist. We will keep the information we have collected about you for our analysis. However, if you request it, all information and data that have been collected about you will be completely deleted from the database. 
You have the right the access any health information collected about you and request any errors will be corrected.

9. What if I have more questions or concerns about this study?
If you have any questions or concerns about your skin reactions or any other aspects of this study, at any time, please call the Research Radiation Therapist (name…………) (phone………..)*.

If you have any questions or concerns about your rights as a participant in this research study you can contact an independent health and disability advocate. This is a free service provided under the Health and Disability Commissioner Act. Local (03) 479 0265; Telephone: (NZ wide) 0800 555 050; Free Fax (NZ wide):  0800 2787 7678 (0800 2 SUPPORT); Email (NZ wide): advocacy@hdc.org.nz. If there is a specific Māori issue/concern please contact Linda Grennell at 0800 37 77 66I.
This study has been approved by the University of Otago Human Ethics Committee (trial number xxxxxx). If you have any concerns about the ethical conduct of the research you may contact the Committee through the Human Ethics Committee Administrator (ph 03 479 8256). Any issues you raise will be treated in confidence and investigated and you will be informed of the outcome.

*as per centre
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