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Information Statement for the Research Project 
The impact of sensory subtype on outcomes of the Alert Program® for children with Autism Spectrum 

Disorder  
 
You and your child are invited to participate in the research project identified above which is being conducted 
by Associate Professor Alison Lane, Professor Shelly Lane, Professor Ulli Schall, and Dr Linda Campbell 
from the University of Newcastle. The research also forms part of Dianne Blackwell’s Occupational Therapy 
Honours studies at the University of Newcastle, supervised by Alison Lane. 
 
This project has been funded by a grant from the Hunter Medical Research Institute ($100,000). 
 
Why is the research being done? 

The purpose of the research is to investigate the effectiveness of an occupational therapy intervention for 
children diagnosed with Autism Spectrum Disorder (ASD) who also experience sensory issues. We will 
examine the effects of the Alert Program® for Self Regulation on children’s ability to do their daily activities 
and on ease of parenting. This is a pilot study so we will also examine the practicality of delivering this 
program for children with ASD and their families.  
 
Who can participate in the research? 

Children aged 6-12 years with ASD and sensory issues and their carers can participate in this study. We 
have advertised this study through private and public therapy and psychology clinics throughout the 
Hunter and Central Coast regions in addition to postings on social media platforms related to children’s 
health care. Due to the nature of the Alert Program® which requires the child to be able to understand and 
use language relating to their own experiences, we cannot include children with an IQ<70 or children with 
ASD who do not have sensory issues.  

If you are unsure of your child’s eligibility for the study, we encourage you to contact the research 
team who will be able to advise you. 
 
What would you and your child be asked to do? 
 
The research project consists of three parts - 1) screening and baseline assessment, 2) participation in 

the Alert Program®, and 3) follow up assessment. Participation in all three parts of the study is 
required. All study visits except the screening interview occur at the Callaghan Campus of the 
University of Newcastle. Some activities involve both you and your child while others just involve you 
or your child. Apart from the costs of travelling to the Callaghan Campus, there is no charge to you for 
any of the assessments and therapy provided as part of the study. Below is a list the activities that 
are undertaken at each study visit. We will video assessment and intervention sessions for the 
purposes of ensuring that all procedures are carried out in a consistent way. 

 
Part 1: Screening and Baseline Assessment  
1) Screening (telephone interview: 40 minutes) - a member of the research team will contact you 

via telephone to complete an initial screening interview that includes a measure of autism 
symptoms and a measure of the type of sensory issues experienced by your child. If you and your 
child are eligible for the study after screening, you will move to Step 2. 

2) Research diagnosis confirmation (study visit: 2 hours) - a trained member of the research 
team will conduct a series of assessments with you and your child to assess your child’s IQ and 
confirm that your child meets our research criteria for diagnosis of autism. In a research study, it is 
necessary to apply strict criteria to diagnosis. The outcome of the research diagnosis session will 
in no way affect your child’s current eligibility for funding from NDIS or other service providers. If 
your child is eligible for the study after research diagnosis confirmation and you are happy to 
continue in the study, you will be invited to participate in the remainder of the study procedures 
described below. 

3) Baseline assessment (2 x study visits – 2 hours each) –  
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a. Study Visit 1 - a registered occupational therapist will conduct an interview with you to: 
collect health and demographic history about your child and family and establish goals for 
your child for the Alert Program® intervention. You will also be asked to complete 
questionnaires that assess your parenting stress and parenting effort and your child’s 
strengths and current difficulties. At the same visit, the occupational therapist will play a 
series of sensory games with your child and observe your child’s responses. During the 
sensory games, we will also measure your child’s heart rate using chest electrodes. Heart 
rate can by analysed by our team to find out more about how the nervous system 
responds to sensory input. 

b. Study Visit 2 - we will ask your child to complete an electrocephalogram (EEG) with a 
trained technician that assess the brain’s responses to daily sensory stimuli. An EEG is a 
non-invasive measure of brain activity that involves placing a cap of electrodes on the 
child’s scalp and having them listen to sounds through ear phones while watching a silent 
movie or cartoon. Our research team is experienced in the use of EEG with children with 
ASD. We find that most children tolerate this procedure very well. More information about 
EEG including a short demonstration video and a photo story about EEG suitable for 
children can be found on our study website: www.sensalab.net  

 
Part 2: Alert Program® Intervention  
You and your child will be invited to attend 10 x 1 hour weekly Alert Program® intervention sessions at the 
University of Newcastle’s Occupational Therapy clinic (10 hours total). These sessions will involve one on 
one therapy with a registered and trained occupational therapist. Home activities of approximately 15 
minutes/day may be prescribed after each session. The Alert Program® aims to improve a child’s ability to 
regulate their responses to sensory stimuli by teaching them to monitor their internal ‘alert-ness’ state and 
to use sensory techniques to modify their ‘alert’ state. More information about the Alert Program®® can be 
found on our study website: www.sensalab.net. Each Alert Program® intervention session will be video 
recorded to allow our research team to ensure treatment is delivered in a reliable and consistent manner 
to all participants. 
 
Part 3: Follow Up Assessment (2 x study visits of 2 hours each) 
At this study visit, we will repeat every assessment conducted at the Baseline Assessment (described in 
Part 1, Point 3). In addition, we will ask you to complete a short, 5-minute parent satisfaction questionnaire 
about your experiences with the Alert Program® intervention. 
 
What choice do you have? 

Participation in this research is entirely your choice.  Only those people who give their informed consent 
will be included in the project.  Whether or not you decide to participate, your decision will not 
disadvantage you and will not impact on your relationship with either the University of Newcastle or your 
other health care providers.  
 
If you and your child decide to participate, you and your child may withdraw from the project at any time 
up to the point of publication without giving a reason and have the option of withdrawing any data which 
identifies you.  
 
How much time will it take? 
Overall, participation in this study will require 17 hours of your time (plus the home activities indicated 
above) over a 3-month period. If an intervention appointment is missed due to illness or other 
unanticipated event, efforts will be made to reschedule the appointment for as soon as is practicable after 
the original date. 
  
What are the risks and benefits of participating? 

While we anticipate that you and your child will benefit from participation in the study, we cannot 
guarantee a benefit. Some of the ways that you and your child may benefit include: 

• increased awareness and knowledge of child internal ‘alert’ states and sensory methods to modify 
these 

• reports on detailed assessment of your child’s IQ and autism symptoms 

The findings of this study may improve the practice of clinicians who work with children with ASD and their 
families. In particular, we may discover which specific children with ASD benefit most from the Alert 
Program®. It may also improve our knowledge about differences in nervous system responses to sensory 
stimuli in ASD which may lead to the development of new therapies for sensory issues. 
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There are minimal risks to participation in this study. All study procedures are commonly used in the 
routine care of children with ASD and are generally tolerated well. Involvement in the study does require a 
significant commitment of your time, however, and study procedures will require travel to the Callaghan 
Campus of the University of Newcastle on a weekly basis. 
 
How will your privacy be protected? 
All data, including video data, collected in the study will be stored in password protected electronic files 
and on a secure University-owned server accessed only by members of the research team listed. We will 
seek your additional (and optional) consent for use of video data for research presentations and 
educational sessions. 
All participants will be allocated a unique participant study ID code on entry to the study. 
Identifiable data (e.g. name, date of birth, contact details) will be kept in a separate file from study data 
and only used for the purposes of communicating with caregivers to schedule appointments or providing 
feedback about study procedures and results. 
Paper data will be stored in a locked filing cabinet belonging to the lead CI Alison Lane. 
All data will be kept until participants turn age 25 years in keeping with the general standard for storage of 
clinical data relating to children. 
 
How will the information collected be used? 
We will provide a summary of the results to all families participating in the study. In addition, we will 
provide you with a detailed individual report about your child’s IQ and autism assessments. 
 
The results of the study will be used to develop papers and presentations to other autism researchers and 
clinicians at local, national and international forums. We will also use the results of this study to design 
follow on studies related to ASD, sensory symptoms and intervention. These will be written up for the 
purposes of applications for new funding. The results of this study will also be used to complete research 
student projects. It should be noted that individual participants will not be identified in any reports arising 
from the project. 

Non-identifiable data may be also be shared with other parties to encourage scientific scrutiny, and to 
contribute to further research and public knowledge, or as required by law. 
 
What do you need to do to participate? 

Please read this Information Statement and be sure you understand its contents before you consent to 
participate.  If there is anything you do not understand, or you have questions, contact the researcher.   
 
If you would like to participate, please contact the research team by phone or email: 
 
Alert Study contact details: 
Phone – 02 4921 5004 
Email – otclinic@newcastle.edu.au  
 
We will then contact you to arrange a time convenient to you for the telephone screening interview. 
 
If you are consenting on behalf of a child or young person under 18 years of age, and they can 
understand what is being asked of them, please discuss the project with them before making a decision.  
Where a parent/guardian consents to their child or young person participating, the final decision will rest 
with the child / young person.   
 
Further information 

If you would like further information please contact Associate Professor Alison Lane on +61 2 4921 5004. 
 

Thank you for considering this invitation.   
 

 
Associate Professor Alison Lane 
Chief Investigator 
Director UON Occupational Therapy Clinic 
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Co-Director Priority Research Centre Grow Up Well 
 
 
Complaints about this research 

This project has been approved by the University’s Human Research Ethics Committee, Approval No. H-
2018-0036. 
 
Should you have concerns about your rights as a participant in this research, or you have a complaint 
about the manner in which the research is conducted, it may be given to the researcher, or, if an 
independent person is preferred, to the Human Research Ethics Officer, Research Services, NIER 
Precinct, The University of Newcastle, University Drive, Callaghan NSW 2308, Australia, telephone (02) 
4921 6333, email Human-Ethics@newcastle.edu.au.  
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