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Patient’s information document


Dear Madam/Sir,
We invite you to take part in a study run by the MS Centre of the Unit of Neuroimmunology and Neuromuscular Diseases, Foundation IRCCS Neurological Institute C. Besta, entitled:

Italian set up of the program “REsilience and Activity every DaY for MS”, of outcomes, and pilot assessment of efficacy using a mixed methodology

(READY-It-MS)
Before deciding to participate or not in the study, it is important that you receive all the information about the study aims and procedures. Please, read or listening carefully the content of this document.

The principal investigator of this study is available for you, to answer to all your questions about this study.
A researcher will provide you with a copy of this document, while another copy will be stored together with all the study documents. 

If you decide to participate in the study, please fill in and sign the form.
Multiple Sclerosis and Resilience
This study is addressed to people living with multiple sclerosis (MS).
Living with MS can be highly burdensome and it can be a consistent source of stress.

Resilience is the process of negotiating, managing and adapting to significant sources of stress or trauma. Targeted intervention aimed at promoting personal resilience can alleviate adverse effects of stress of living with MS and sustain a better QoL. The READY program has been demonstrated to effectively improve resilience in people living in Australia. Pakenham et al. recently proposed a READY program specifically tailored for people with MS. A recent study demonstrated READY effectiveness in improving resilience, quality of life and psychological flexibility in people with MS.
However, the READY for MS training program has never been used in Italy. 
Aim of the study
The aim of the study is to evaluate the efficacy of the “READY for MS” when compared to a standard intervention using relaxation techniques (control group). 

Study design
We run a randomized controlled trial. It means that some participants will be allocated to the “READY for MS” group intervention, while other to the control group (relaxation).
It is a randomized study, it means that participants will be casually assigned to one group or another. Each participants will have the same possibility to be allocated to “READY for MS” or control group.

It is a single blind study, because, questionnaires and interviews will be administered by a different researcher (blind examiner) from the one that will run the group sessions. It is really important that you collaborate in keeping blindness of the examiner by not revealing her/him which intervention you did. 

The study will last two years, your participation will last six months, the assessments will have the following timepoints: before (baseline visit, T0), after the intervention (T1, 7 weeks after baseline visits), the booster session (T2, 12 weeks after baseline visit) and at three month follow-up (T3, 24 weeks after baseline visit). 
	
What does happen if you decide to participate in the study?

	Baseline visit T0. You will be asked to come to the Besta Insititute. A dedicated researcher will present you the study in detail, confirm your eligibility and collect study and privacy informed consents, after you signed them. If you would not be able to sign, you could delegate someone else to do that on your behalf (witness).
During the visit, you will be also asked to fill in some questionnaires (see Table: “Assessment instruments”).


	If you will be allocated to the READY for MS
	If you will be allocated to Relaxation

	You will be asked to participate in 7 group sessions (8-10 participants) run by a trained psychotherapist. Each session will be run here, at the Besta Institute, once per week, and will last 2.5 hour. Five weeks after the last session, you will be invited to participate in a booster group session, to booster your acquired competencies.
Each session incorporates a blend of psychoeducation and experiential exercises on resilience, combined with readings and homework exercises that participants are encouraged to practice between sessions.
At 8 weeks (T1), 12 weeks (T2) and 24 weeks after treatment beginning (T3) you will be asked to complete some questionnaires (the same as Visit 0). At T2 you will be also asked to fill in the Satisfaction questionnaire

Further to questionnaire completion the examiner administers the SEIQoL-DW at T0, T2 and T3.

At the end of follow-up, you will have 50% of possibility to be individually interviewed to appraise your experience, also addressing program weaknesses and strengths. 

If you will be selected and you accept to participate, the interview will be held here at the Besta Institute and will last one hour as maximum. In this case you will be asked to sign a dedicated Informed Consent.
	You will be asked to participate in 7 group sessions (8-10 participants) run by a trained psychotherapist. Each session will be run here, at the Besta Institute, once per week, and will last 1 hour. Five weeks after the last session, you will be invited to participate in a booster group session, to booster your acquired competencies.

Each session incorporates a blend of relaxation exercises, and homework exercises that participants are encouraged to practice between sessions

At 8 weeks (T1), 12 weeks (T2) and 24 weeks after treatment beginning (T3) you will be asked to complete some questionnaires (the same as Visit 0). Further to questionnaire completion the examiner administers the SEIQoL-DW at T0, T2 and T3.

At the end of the follow-up, if you want you could participate in the “READY for MS” training program.


	Assessment instruments

	· Sociodemographic questionnaire (estimated time for completion: 3 minutes)
· Connor-Davidson Resilience Scale (CDRISC-25), 25-item questionnaire to evaluate resilience (estimated time for completion: 7 minutes)
· Multiple Sclerosis Quality of life-54 (MSQOL-54), 54-item questionnaire to evaluate health related quality of life (estimated time for completion: 15-20 minutes)
· Hospital Anxiety and Depression Scale (HADS), 14-item questionnaire to evaluate anxiety level and depressive symptoms (estimated time for completion: 5 minutes) 
· Perceived Stress Scale (PSS), 10 item questionnaire to evaluate the level of stress perceived (estimated time for completion: 5 minutes).
· The Comprehensive assessment Acceptance and Commitment Therapy processes (CompACT), 23-item questionnaire to evaluate a general level of psychological flexibility (estimated time for completion: 10 minutes).

· SEIQoL-DW, semi-structured interview to evaluate the individualized quality of life by asking the participant to identify the most important area of her/his life (estimated time for completion: 15-20 minutes).
· Satisfaction Questionnaire (estimated time for completion: 20 minutes)

You will be also asked to fill in the following four questionnaire that allow to evaluate resilience protective factors:
· Mindful Attention Awareness Scale (MAAS), a 15-item questionnaire to evaluate person’s prenest moment awareness (estimated time for completion: 7 minutes).
· 20-item Valued Living Questionnaire (VLQ), 20-item questionnaire to measure the relative importance of certain life domains and the consistency of behaviours with the identified personal values (estimated time for completion: 7 minutes).
· Acceptance and Action Questionnaire II (AAQ-II), 10-item questionnaire to measure acceptance and experiential avoidance (estimated time for completion: 5 minutes).
· Drexel Defusion Scale (DDS), 10-item questionnaire to measures psychological distance from a broad range of internal experiences incorporating both thoughts and feelings (estimated time for completion: 5 minutes).


Are there any risks for you by participating in this study?

We do not expect any negative effects for your participation in this study. In addition, participants’ psychological conditions will be monitored. In case of needs the psychotherapist that will run the groups will advise you about the best evidence-based intervention for your condition.
Are there any advantages for you by participating in this study?
The “READY for MS” program has already been applied in Australia demonstrating to be effective in improving quality of life and resilience in people with multiple sclerosis. By participating in the study you will help to increase scientific knowledge about this intervention. If this study will have support the efficacy of this intervention, other people in Italy will benefit from it.
Those of you will be assigned to the control intervention (relaxation), will learn specific relaxation skills and techniques.
Voluntary Participation
Your participation is on voluntary basis. You are free to accept or refuse the invitation to take part in the study. You can also change your mind whenever you want, without any obligation to inform about the reason of your withdraw. We guarantee that your refusal to participate will not compromise in any way the quality of the care and assistance you will receive at the Besta Institute.
Privacy
All the information obtained during the study will by considered strictly confidential and they will be treated anonymously, without any clear reference to you. Only the person who conduct the assessment will be aware of your personal information. To guarantee that all the information will be anonymously treated you will be identified with an alphanumeric ID and all the information will be collected in the full respect of the law in force (Dlgs 196/03: Codice in materia di protezione dei dati personali). These data will be used for scientific purpose and your identity will never be divulged. 
Insurance
This is an experimental non pharmacological study. No other insurance policy is needed a part the one activated for the normal clinical practice at the Foundation IRCCS Neurological Institute C. Besta.

For further information about the study and your right, please contact:
Dr. Ambra Mara Giovannetti

Telephone: 02 23942488
e-mail: ambra.giovannetti@istituto-besta.it
Thank you for you collaboration.

Dott.ssa Ambra Mara Giovannetti, 
Unit of Neuroepidemiology

MS Centre, Unit of Neuroimmunology and Neuromuscular Diseases

Foundation IRCCS Neurological Institute C. Besta

Via Celoria 11, 20133 Milano, Italia
Informed Consent
Italian set up of the program “REsilience and Activity every DaY for MS”, of outcomes, and pilot assessment of efficacy using a mixed methodology

(READY-It-MS)  
I, the undersigned (First and last name) _________________________________________

Declare that I have received all the information about this study and that I have been informed by Dr.__________________________________________ about the aims and the modality of the study and that I had the possibility to ask every information I needed.
I voluntarly accept to participate in the study.
I also declare that I have received all the information needed to understand the study.

Date ____________________ Signature____________________________________

[If the patient is not able to read and/or sign]

I, the undersigned, (witness’s First and Last name –block letters) ___________________________ declare that Doctor ___________________________ exhaustively explained to Mrs/Mr ___________________________  the informative and proof of the specific, free and informed consent of the processing of personal data.

Independent witness’s signature ___________________________ Date _________________

· I hereby declare that I have obtained patient/person’s consent to participate in the study in compliance with the existing provisions, the good clinical practice norms, and the principles of Helsinki Declaration and any subsequent amendments and additions. I also confirm that I have informed the person in full respect of the legislation contents and the study protocol.
· I hereby declare that the information document was read, discussed and delivered to the patient. I also confirm that the patient freely accepted to participate in the study, and she/he signed the consent form before her/his participation started. The form is stored at our Centre and a copy is delivered to the patient/person (or her/his legal representation)
First and last name of who informed the person__________________________________

Date _______________ Signature of who informed the person______________________
Informed Consent
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(READY-It-MS)  

(Patient’s copy)

I, the undersigned (First and last name) _________________________________________

Declare that I have received all the information about this study and that I have been informed by Dr.__________________________________________ about the aims and the modality of the study and that I had the possibility to ask every information I needed.

I voluntarly accept to participate in the study.

I also declare that I have received all the information needed to understand the study.

Date ____________________ Signature____________________________________

[If the patient is not able to read and/or sign]

I, the undersigned, (witness’s First and Last name –block letters) ___________________________ declare that Doctor ___________________________ exhaustively explained to Mrs/Mr ___________________________  the informative and proof of the specific, free and informed consent of the processing of personal data.

Independent witness’s signature ___________________________ Date _________________

· I hereby declare that I have obtained patient/person’s consent to participate in the study in compliance with the existing provisions, the good clinical practice norms, and the principles of Helsinki Declaration and any subsequent amendments and additions. I also confirm that I have informed the person in full respect of the legislation contents and the study protocol.

· I hereby declare that the information document was read, discussed and delivered to the patient. I also confirm that the patient freely accepted to participate in the study, and she/he signed the consent form before her/his participation started. The form is stored at our Centre and a copy is delivered to the patient/person (or her/his legal representation)
First and last name of who informed the person__________________________________

Date _______________ Signature of who informed the person______________________
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