Dear Parent 
We are writing to invite your child to participate in a study to investigate the effectiveness of a home programme of Therapeutic Listening (Listening Therapy) on the development of children born preterm (please see attached information leaflet). Given the nature of this study we will be randomising our study group and will be assigning one half of the group to Therapeutic Listening during the study period.  The other half of the group won’t receive Therapeutic Listening until after the study period meaning that all children recruited for the study will receive this therapy.   This study will be performed at the National Maternity Hospital in 2016 by Marie Slevin, developmental psychologist National Maternity Hospital, Holles Street, Dublin and Karen O’Connor, speech and language therapist and director of The Child Development Centre, Galway.  
The study will be conducted in three steps: 

Step 1: Before starting the Therapeutic Listening your child will be requested to attend the National Maternity Hospital Baby Clinic for a morning / afternoon session to complete language, motor and psychological assessments. This session will take 3-4 hours to complete.   

Step 2: The treatment – Therapeutic Listening:  Children recruited for the study will be randomly divided into 2 groups: Intervention group and non- Intervention group for the study period.  If your child has been assigned to the Intervention group for the study period your child will be requested to follow a therapeutic music listening programme developed by Karen O’Connor.  This programme will run for six months (March-August 2016) and will be reviewed once per month by Ms. O’Connor. Your child will be requested to attend the National Maternity Hospital, for this review.  

 If your child has been assigned to the Non- Intervention Group for the study period, your child will still be offered the therapeutic music listening programme but only after the study period in October /November 2016 for 6 months.   

Step 3: Assessment after the Therapeutic Listening programme: Your child will be requested to return to the National Maternity Hospital for a morning/afternoon session to complete language, motor and psychological assessments similar to those administered before the Therapeutic Listening programme. These assessments will take place in September/October 2016   

Your child’s participation in this project is completely voluntary. We want to reassure you that the information obtained during this research project will be kept strictly confidential. Any sharing or publication of the research results will not identify any of the participants by name.

If you have any questions about the study, or if you would like additional information to assist you in making your decision, please feel free to contact me, Marie Slevin at email: mslevin@nmh.ie or by  phone, National Maternity Hospital (01) 637 3100

Thank you in advance for your interest and support of this project.

We look forward to hearing from you.

Yours faithfully,
__________________              ___________________
Ms. Marie Slevin

Ms. Karen O’Connor

Senior Psychologist

Senior Speech & Language Therapist
 INFORMATION  FOR PARENTS

Project Title: The Impact of Therapeutic Listening on the Development of Children Born Preterm.

What is the research about? 

The purpose of this study is to measure the effectiveness of a home programme of Therapeutic Listening on the development of preterm childrens’ attention, listening, motor, language and learning abilities. A number of studies have idenified difficulties in preterm childrens’ verbal and non-verbal skills including cognitive, language and motor development. The purpose of this study is to identify an effective, non-invasive treatment programme that can ensure that children born preterm achieve their full potential in attention, listening, motor, language and learning development.

Who are the researchers? 

Ms. Marie Slevin – Developmental Psychologist, The National Maternity Hospital, Holles St. Dublin 2.  Ms. Karen O’Connor – Senior Speech & Language Therapist and Director of The Child Development Centre, Knocknavaddy, Furbo, Co. Galway.
The clinical supervisor will be Prof. John Murphy Consultant Neonatologist, National Maternity Hospital and National Clinical Lead in Neonatology. 
Why am I being asked to participate in this research programme?

When your child attended for their 2 year Bayley Assessment it was noted by the psychologist Marie Slevin that your child was experiencing some difficulties in attention, listening, motor, language and learning abilities. Therapeutic Listening was recommended as a suitable treatment to help your child to overcome these difficulties. However, this therapy is quite specialised and only available privately. We want to investigate the potential of therapeutic listening as a form of treatment for preterm children experiencing developmental difficulties and broaden the scope of this non –invasive treatment option for children born preterm. By participating in this study we will be able to measure the impact of such a treatment and whether it is effective or not within the preterm population.          

Is there likely to be any benefit to me or will there be a potential to improve future medical care?

We are expecting your child to benefit from this treatment in terms of improving their attention and listening skills, motor, language and learning abilities. Feedback from the  study will inform health professionals regarding the use of this approach as a therapeutic intervention for preterm children in the future.
What will be my role in this research project?

Your role will be:

a. Ensuring that you and your child attend the assessment session prior to the Therapeutic  Listening treatment at the National Maternity Hospital, Dublin. 

b. Completion of parental questionnaires regarding sensory development and areas of difficulty at the time of the initial assessment. 
c. Ensuring that you and your child attend for the treatment start- up and review sessions with Ms. Karen O’Connor once monthly for 6 months at the National Maternity Hospital, Dublin.

d. Ensuring that you and your child attend the prescheduled assessments after the Therapeutic Listening treatment  following the six-month intervention period.

The role for your child will  involve:

a. Attendence at a pre-scheduled activity morning/afternoon session (3-4 hours) where your child will be assessed by a paediatric occupational therapist, speech and language therapist and psychologist prior to the Therapeutic Llistening programme at the National Maternity Hospital. This assessment session will be during the week of 15th - 19th February 2016.  
b. Following a home programme of Therapeutic Listening which will require your child to listen to 20-30 minutes of modified music twice daily for 5 consecutive days out of 7 per week, over the 6 months treatment period. Please find attached details about Therapeutic Listening. 
c. Attendance at the Baby Clinic in the National Maternity Hospital once per month (45 minutes) for six months to complete 6 individual review sessions with Ms. O’Connor  speech & language therapist (30-45 minutes per session). At each review Ms. O’Connor will assess your child’s progress with the view to developing the next four weeks of their home programme of Therapeutic Listening. 
d. Attendence at a pre-scheduled  activity morning/afternoon  session (3-4 hours) where your child will be reassessed by the same  paediatric occupational therapist, speech & language therapist and psychologist to assess their progress following the Therapeutic Listening Therapy Programme at the National Maternity Hospital. 
What are the possible risks, side-effects or inconveniences of this study?

There are no risks or side-effects. However, there is a significant time factor (as indicated above) in terms of assessments and reviews which you are advised to consider carefully.

What measures will be taken to ensure my confidentiality ?

Confidentiality will be maintained at all times. Your name, address and any other details that could identify you or your child will not be published and will not be disclosed to anyone.  The findings of this research may be published once completed for professional information and education.  All the information collected will be kept in a safe place and only the researchers named above will have access to it.

How long will the research records be stored? 

Two copies of your child’s results will be generated. Once analysed, one copy will be given to you and one will be placed in your child’s chart stored in medical records. These records are a valuable source of information should your child require further assessment.   

At completion, will I be informed of the research results / findings?
Yes.  You will have access to the transcripts of your interviews and your child’s assessment documentation if you so wish. The research results will be beneficial in determining your child’s developmental outcome. 
To participate in this study your child must not be currently receiving listening therapy services from another provider during the Therapeutic  Listening Programme i.e. from  February – September 2016.

Informed Consent Form For Parents

1. Project Title

The Impact of Therapeutic Listening on the Development of Children Born Preterm.

2. Researchers:
                                Ms. Marie Slevin – Senior Developmental Psychologist, National Maternity Hospital, Dublin.


      Ms. Karen O’Connor – Senior Speech & Language Therapist & Director of the Child Development Centre, Galway.

3. Participation requirements:
I understand that by volunteering in this study I am agreeing to enable my child and I to:

· Participate in pre- ( session 1 – February 2016: duration: 3 hours  )  and post- (session 2  -September/October 2016: duration: 3 hours) therapeutic listening  programme assessments:    
· Participate in a home therapeutic listening programme twice daily (20 – 30 minutes) for five days per week over 6 months (March – August 2016) and attend a review session once per month (45 minutes) with my child during that period. 
My participation in the study is voluntary and I have a right to withdraw from it at any stage. 
My child’s rights as a participant

No information regarding my child’s medical history will be divulged and the results of any tests involving my child will not be published so as to reveal his/her identity. 

The detail of the study has been explained to me, including the anticipated length of time it will take, and the nature of the assessment sessions and therapy programme.

I understand that I may not be in the initial therapy programme during the study period but that my child will be able to avail of the exact same programme after the study period. 

I understand that this research project has been approved by the Research Ethics Committee of the National Maternity Hospital.  

I have received a copy of this document for my records

Name and phone number of the person to contact if you require more information or have any concerns related to the study. 

Ms Marie Slevin – mslevin@nmh.ie / phone:  Holles Street - 01 637 3100
Declaration:
I have read this consent form. I have had an opportunity to ask questions and all my questions have been answered to my satisfaction. I have received a copy of this agreement.

I freely and voluntariy agree to be part of this research study, without prejudice to my legal and ethical rights.

Parent’s Name:__________________________________________

Parent’s Signature: ___________________________________________

       Date: _____________________________

I, the parent/guardian of ___________________________ consent to his/her participation in the research described above and to the generation of records of _________________ as a part of the research process subject to the qualifications described above.

Parent’s Name: ________________________________________

       Parent’s Signature:______________________________________

       Date: _________________________

Statement of investigator’s responsibility: I have explained the nature and purpose of this research study, the procedures to be undertaken and any risks that may be involved. I have offered to answer any questions and fully answered such questions. I believe that the participant understands my explanation and has freely given informed consent.

Investigator’s Signature: _____________________________  Date: _________________

INFORMATION ABOUT THERAPEUTIC LISTENING PROGRAMMES

a. What is Therapeutic Listening?

Therapeutic Listening is an evidenced-based auditory intervention to support individuals who experience challenges with sensory processing, listening, attention and communication. Developed by Sheila Frick, Occupational Therapist, it is a sound-based programme that uses the organsied sound patterns inherent in music to impact on all levels of the nervous system. The music is electronically altered/modified to highlight the parts of the sound spectrum that naturally trigger attention and activate body movement. In addition to the electronic modifications Therapeutic Listening capitalises on the organised rhythmical patterns inherent in the music to trigger the self-organising capacities of the nervous system. When designing a personalised listening protocol for an individual, it is important to consider the qualities of the music and instrumentation and then the type and level of modulation or activation that the individual requires. 

Ms. O’Connor will give each family the equipment required to implement the home programme of therapeutic Listening as well as detailed information on how to do the programme at home with ease.

What is modified music? 

In the context of auditory interventions, modified music is music that has been processed using an alternating high pass and low pass filter. The high pass filter allows sounds above 1000 Hz to pass uninterrupted and mutes sounds below 1000Hz. The low pass filter has the opposite effect muting sounds above 1000 Hz and allowing the sounds below 1000Hz to pass clearly.  This pulsating input appears to create a sharp contrast between the lower and upper ends of the sound frequency. The brainstem modulates sound in much the same manner, enhancing the contrast between the high and low sounds and sending on the stops and starts of the sound up to the cortex for further analysis (Jourdain, 1997). Thus the rhythmic, pulsating input appears to trigger important sensory integrative centres in the brainstem for basic sensory motor modulation and sensorimotor integration.

b. What is involved in doing a home programme of Therapeutic Listening?

Each child who has been randomly selected to be in the intervention group and is therefore following a home programme of listening at home will do the following:

· Listen to their Therapeutic Listening programme of music twice per day as recommended over specialised headphones

· Listening will take place ideally in the morning-time, possibly while eating breakfast and again later in the day for example afternoon/after playschool. 
· A time interval of at least 3 hours should take place between listening times

· Listening should not take place close to bedtime as it may interfere with sleep and we want to see the changes in the waking hours

· A variety of activities can take place whilst the child is listening e.g. drawing, colouring, playing and eating to name but a few activities. A more detailed list of activities will be given to each set of parents at their initial session with Ms. Karen O’Connor.

· Activities that should be avoided whilst listening are screen-based activities, for example, TV, video, playstation, iPads etc.

· Listening will take place for approximately 20-30 minutes twice per day for five days per week i.e. five consecutive days of listening.  Each family in the intervention group will receive their own ‘tailor-made’ programme of Therapeutic Listening, indicating specfic modified music and exact listening times.  

c. What equipment is required to do a home programme of Therapeutic Listening?

1. Specialised headphones are required to do a home programme of Therapeutic Listening.

Headphones need to be of good quality with a high resistance or impedance of at least 150 Ohms and a frequency sensitivity up to 23,000 Hz. Headphones should be circumaural with an open ear system. The circumaural (or shell type) creates enough space around the ear (sounds need to travel through an air cushion to keep the sensitive portion of the ear from being overwhelmed). The open ear system maintains appropriate perception and auditory-figure ground. 

The headphones that are generally recommended as meeting all the requirements for home listening are the Sennheiser HD500A headphones. 

2. SanDisk clip Sport Music Player is an MP3 player which offers high quality sound reproduction for Therapeutci listening music selections available on music chip. The Clip Sport is preset for use with Therapeutic Listening.

3. Specilised Therapeutic Listening music chips. 

All modified music selections are available in cd and chip format. We will be using chip format as it tends to be the most practical for families. Listening should take place at a comfortable volume. A decibel reading of 45-55 dB for listening is recommended and is well within OSHA standards. However, a general rule of thumb is that each listener should not be speaking in a louder than typical voice.

All equipment will be provided free of charge to the families receiving the intervention for the period of the programme. All families will be supported in implementing their home -programmes by Ms. Karen O’Connor.

