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THE CITY UNIVERSITY OF NEW YORK  

Hunter College   
 

CONSENT TO PARTICIPATE IN A RESEARCH STUDY  
  

Title of Research Study:  Investigation of the Use of Pediatric Belt Canes with Young Children with 

CHARGE Syndrome Not Meeting Gross Motor Milestones 

Principal Investigator:  Grace Ambrose-Zaken, Ed.D., COMS  
            Professor  
  

Research Sponsor:   CHARGE Syndrome Foundation 

 

  

You are being asked to participate in a research study because you have self-identified as having a 
child diagnosed with CHARGE Syndrome who is between the ages of 12 months and six years and is 
not yet meeting independent walking milestones. 
  

The purpose of this research study is to provide ten families of children with CHARGE syndrome who 
are aged 12 months to six years with pediatric belt canes. We will be asking these families to provide 
us with weekly verbal and video documentation about their experiences before and after obtaining 
their pediatric belt canes. 
 
This consent document is being sought for research and your participation is voluntary. The 
purposes of the research is to observe and measure independent walking outcomes before and after 
introducing the pediatric belt cane to children with CHARGE syndrome. Your participation is 
expected to be for three months, during which time you will be asked to discuss your experiences 
and provide videos of your child engaged in play and walking activities. 
 

Participants may experience minimal risks or discomforts through participation, the most likely 
is the discomfort of working with online video conference and video sharing tools.  

 
Participants may experience benefits of participation by seeing gains in independent walking, 
self-confidence, improved concept, language and social skills when your child is encouraged to 
consistently wear of the pediatric belt cane. 

 
Participants are encouraged to continue with all therapies and other activities used to 
encourage age-appropriate independent walking and play.  
 

Procedures:    

Families are being asked to participate by providing regular feedback and daily videos for three 
months.  If you volunteer to participate in this research study, we will ask you to do the following:  
 
 
Getting started: 
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• Families will be asked to sign this informed consent document. 
• Families will make a standing weekly zoom meeting with the project. 
• Families will be guided through the process of obtaining the correct sized pediatric belt cane. 
• A custom belt with embedded step tracker will be sent for use during the first month. 
• The custom belt cane frames will be sent for use during the second two months. 

 
 First month: 
• The families will be asked to have their children wear the belt with step tracker every day. 
• During the weekly meeting, families will participate in 10-30-minute discussions about their 

children’s week’s walking and play activities. They will be asked to report the number of steps 
measured with the step counter that week. 

• Families will be asked to submit approximately five to seven minutes of smart phone videos of 
their children engaged in those walking and play activities. 

 
Months two and three 
• The families will be asked to have their children wear the full pediatric belt cane with step 

tracker every day. 
• During the weekly meeting, families will participate in 10-30-minute discussions about their 

children’s week’s walking and play activities. They will be asked to report the number of steps 
measured with the step counter that week. 

• Families will be asked to submit approximately five to seven minutes of smart phone videos of 
their children engaged in those walking and play activities. 
 
 

Activity Description Example Expected time 
commitment 

Weekly meeting to 
discuss motor and 
play activities 

Meet using Zoom 
conference. Meeting 
will be recorded and 
will include planned 
and unplanned 
questions and 
answers 

Sample questions: 
-Describe your child’s 
activities over the past 
week. 
-Over the last week, 
did your child play on 
his/her own? 
-Have you noticed any 
changes in his/her 
• Motor  
• Concepts 
• Language 
• Social skills? 
 

Ten to thirty 
minutes once a 
week for three 
months. 
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Activity Description Example Expected time 
commitment 

Video your child 
motor and play 
activities for five to 
seven minutes a 
week. 

While your child is 
moving about and 
during play activities 

Using your iPhone 
begin recording when 
moving from one place 
to another. While your 
child is playing, record 
his/her activities for a 
minute. 

Several minutes a 
day to record, 
weekly upload of 
videos during the 
weekly meeting. 

Place the belt with 
step counter on 
your child 

Each morning put the 
belt on your child 
and have him/her 
wear it the entire 
day. 

The belt has an 
embedded step 
counter that will 
record the number of 
steps each day. 

Putting on the 
belt will take a 
few seconds in 
the morning and 
taking it off at 
night the same. 
The step counter 
information 
should take a few 
minutes each 
week to report 
either manually 
or electronically. 

Attaching the 
pediatric cane 
frame to the belt 
using the built-in 
magnetic clips. 

Put cane frames on 
each day: usage 
guideline is to have 
child wear cane most 
of the day. 

When child is awake, 
attach the belt and one 
of the cane frames. 
Help child move about 
as usual 

Putting the cane 
on takes a few 
seconds. A more 
active child 
increases 
parental 
supervision time. 

 

Video Recording:  

The zoom discussion interviews will be video recorded for later transcription and review by the 

research team. You cannot participate in this study if you do not consent to video recording of 
interviews.  

We are collecting family created video recordings of the motor and play activities for three months. 

These are essential for analyzing your child’s response to wearing the pediatric belt cane. You 

cannot participate in this study if you do not consent to submitting video recordings.  

Time Commitment:  

Your participation in this research study is expected to last for a total of three months.  
  

Potential Risks or Discomforts:   
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Activity Discomfort/risk 
Discomfort may be 
present when 
answering open-
ended questions 
about prior week 
activities with 
child. 

Discomfort may be present when answering open-ended 
questions about prior week activities with child. 

Video your child 
motor and play 
activities for five to 
seven minutes a 
week. 

Some discomfort attempting to video and provide assistance to 
the child simultaneously. 
Discomfort may be present when operating unfamiliar video 
sharing application for the first time 

Place the belt with 
step counter on 
your child 

The participant may experience some discomfort attempting to 
place the belt on their child, if the child is resistant to wearing 
the belt. 

Attaching the 
pediatric cane 
frame to the belt 
using the built-in 
magnetic clips. 

Some discomfort may be encountered with introducing the 
frame for the first time, learning to connect and disconnect it 
correctly might cause performance stress. 

   

Potential Benefits:   
  

Wearing pediatric belt canes provides an almost immediate benefit to young children who are 

severely visually impaired and blind, as it provides them with essential information about the 

path ahead. The benefits include reduced stress, anxiety and fear of independent ambulation. 

Improved motor skills (gait, pace) reduced tactile defensiveness, increased concepts, improved 
language and social skills. 

 

The addition of this new easy to use safe mobility tool for young blind and severely visually 

impaired children will provide teachers and families with an effective means to improve 
developmental outcomes for young children born blind and severely visually impaired. 

  

Alternatives to Participation:  

Alternative mobility tools can be tried with your child instead of participation in this project. These 
include hand-held mobility tools such as human guide, push toys, rectangular cane, rod canes. As 
these are not effective alternatives for children younger than three or who are not walking well above 
the age of three, an alternative is not to participate in the research.  All participants always have the 
option not to participate in this study.  
  
  

Payment for Participation:   
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Participants will receive $200 for their participation, in cash and a custom-made pediatric belt cane, 

along with orientation and mobility support. The cash payments will be made as follows: After the 

first month, $25.00, after the second month $75.00 and after the third month $100.00. Remote 

orientation and mobility (O&M) instruction will be provided over the three months. The researcher 

will provide families with how-to guides, answer questions and provide them with instructional 

strategies and supportive feedback during the weekly meetings. The full pediatric belt cane will be 

provided at the start of the second month. The cane will become the possession of the family. 

Additional free canes will be provided as needed to the families, after the project has ended. 

  

New Information:  
You will be notified about any new information regarding this study that may affect your willingness 
to participate in a timely manner.  
  

Confidentiality:   

We will make our best efforts to maintain confidentiality of any information that is collected during 
this research study, and that can identify you.  We will disclose this information only with your 
permission or as required by law.  
  

We will protect your confidentiality by keeping all recordings on password protected computer. The 
computer will be housed in the project office behind a locked door with restricted access  
  

The research team, authorized CUNY staff, and government agencies that oversee this type of 
research may have access to research data and records to monitor the research.  Research records 
provided to authorized, non-CUNY individuals will not contain identifiable information about you.  
Publications and/or presentations that result from this study will not identify you by name.  
 
Participants’ Rights:   
  

• Your participation in this research study is entirely voluntary.  If you decide not to participate, 
there will be no penalty to you, and you will not lose any benefits to which you are otherwise 
entitled.  

  

• You can decide to withdraw your consent and stop participating in the research at any time, 
without any penalty.  

  

Questions, Comments or Concerns:   
If you have any questions, comments or concerns about the research, you can talk to one of the 
following researchers:  

• Grace Ambrose-Zaken, O&M instructor, project leader 914-204-9292 

 

If you have questions about your rights as a research participant, or you have comments or concerns 
that you would like to discuss with someone other than the researchers, please call the CUNY 
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Research Compliance Administrator at 646-664-8918 or email HRPP@cuny.edu.  Alternatively, you 
may write to:  
  

CUNY Office of the Vice Chancellor for Research  
Attn: Research Compliance Administrator  
205 East 42nd Street  
New York, NY 10017  
  

Participant Signature for Audio/Video Recording  
 
If you agree to audio /video recording please indicate this below.  
  

_________ I agree to audio/video recording  
  

_________ I do NOT agree to audio/video recording  
Signature of Participant:  
 
If you agree to participate in this research study, please sign and date below.  You will be given a copy 
of this consent form to keep.   
  
  

_____________________________________________________      
Printed Name of Participant   
  
  

_____________________________________________________    __________________________  
Signature of Participant         
         
   
Signature of Individual Obtaining Consent  
  
  

  Date    

_____________________________________________________  
Printed Name of Individual Obtaining Consent  
  
  

     

_____________________________________________________    __________________________  
Signature of Individual Obtaining Consent     Date    
 


