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 Parental Permission 
 

Title of Research Project:  The CHAMP Study: A Multi-site RCT of Pediatric Constraint-Induced Movement 
Therapy                                

IRB PROTOCOL NUMBER:  11-647 
 
Principal Investigator:  Sharon Landesman Ramey, Ph.D. 
        Virginia Tech 
        VTCRI, 2 Riverside Circle,  
        Roanoke, VA  24016 
         (540)526-2033 
 
Co-Principal Investigators: 
Stephanie Deluca, Ph.D., Virginia Tech 
Richard Stevenson, M.D., University of Virginia 
 
Sponsor: National Institute of Health (NIH) 
 
Description of the Study 
 
Who is eligible? 
 
Children are eligible to participate if they: 

(1) are 2 years – 8 years old 
(2) do not have any serious complicating conditions or acute medical concerns 
(3) are diagnosed with cerebral palsy with hemiparesis (prior to age 2) 
(4) have not had botox injections in the last 6 months and  
(5) have not received Constraint-Induced Movement Therapy in the last 6 months 
(6) have a clinical MRI that can be provided in digital format for research project 
 

What is the purpose of the CHAMP Study? 
 

The CHAMP Study will be the first one that will directly test the effects of different components (features) of a 
new type of pediatric therapy for children who have cerebral palsy and hemiparesis.  The new form of therapy 
is known as Constraint-Induced Movement Therapy (CIMT) and has been tested already in multiple clinical 
trials and shown to produce at least some benefits for the children in terms of improving their use of their more 
impaired (affected) arm and hand.  In these previous studies, the benefits also have lasted at least 6 months 
after the therapy ended. 
 
The studies conducted so far, however, have used different techniques and different amounts (dosages) of this 
new form of therapy.  This study is designed to provide important new information about whether these 
differences in techniques and amounts of CIMT influence how much and in what ways the children benefit. 
 
Specifically, CIMT has 2 key features: (1) constraint and (2) high intensity with shaping. The first key feature of 
constraint involves “holding back” to child’s better arm and hand, so that the child will have extra motivation to 
work on the other (more impaired) side of the body.  The constraint may help re-direct the child’s attention 
away from the better side to the more impaired side. The two major types of constraint that have been used – 
but never before directly compared – are (1) part-time constraint with a splint that is used only during the time 
the child receives one-on-one therapy from a highly qualified occupational or physical therapist and (2) a full-
time cast that the child wears both during therapy sessions and during the rest of the day and night.  There are 
proposed advantages of each of these two types of constraint, but there is no study that has directly assessed 
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these. 
What we know from the previous published studies is that young children adapt quickly and well to both types 
of constraint.  We also know both types of constraint have produced measurable benefits. 
 
The second key feature of CIMT - high intensity with shaping – refers to the fact that CIMT provides a high 
amount of therapy, often many days per week for several weeks in a row.  Typically, children with cerebral 
palsy receive therapy for one or two times a week, in sessions that usually last about 60 minutes.  In contrast, 
CIMT provides therapy to the child for longer sessions (90 minutes up to 6 hours), often for many days in a row 
(for 14 to 21 days and sometimes even more).  Although it seems that a lot more therapy and practice would 
produce much better results, it is not known what a child’s “limit” might be in terms of how much he or she can 
learn or improve in a short period.  The CIMT technique of shaping is based on well-established principles of 
learning (known for more than 50 years) that offer child reinforcement for even small improvements and 
continue to “shape” a skill or behavior to be performed at higher and more advanced levels, a little bit at a time. 
 In many sports and music lessons, there is a lot of shaping when small skills are practiced, and mastered, 
then more difficult exercises come next, and then the athlete or musician does more complex combining of 
skills and begins to work on refinements like speed, strength, and accuracy.  For a child with impairments in 
the arm and hand, the new skills and improvements take many practice sessions, sometimes even hundreds of 
“tries” or “practices” to get really better. 
 
This study will help provide new data that will help guide future improvements and clinical decisions about this 
new form of therapy.  This study will take place in 3 different cities, with the clinicians and scientists following 
exactly the same treatment procedures and assessing the children’s progress in the same way.   
 
What will happen if we (the parents) give informed consent for our child to participate? 
 
After double-checking during an in-person session that your child meets the eligibility or enrollment criteria, 
your child will be assessed in a clinical setting to provide a “baseline” or initial performance set of measures.  
The assessment will be videotaped.  This helps us to measure your child’s progress in the current therapy 
program he or she is receiving.  After this period in which your child’s pattern of progress has been evaluated, 
your child will be assigned via a lottery-like process to receive one of the following 4 therapy groups listed 
below. Every child will have an equal chance of being assigned to one of the treatment groups. As parents, you 
will not be able to request which group you might prefer.  If you give informed consent, you also are agreeing 
that your child will participate – regardless of the treatment group to which your child is assigned. 
 
 
The 5 treatment groups are: 
 
Group 1.  (Part-time splint, 30 hr. dose) Part-time splint and 2.5 hrs of CIMT for 3 days a week for 4 weeks in a 

row. 
Group 2.  (Part-time splint, 60 hr. dose) Part-time splint and 3.0 hours of CIMT for 5 days a week for 4 weeks in 

a row. 
Group 3.  (Full-time cast, 30 hr. dose) Full-time cast and 2.5 hrs of CIMT for 3 days a week for 4 weeks in a 

row. 
Group 4.  (Full-time cast, 60 hr. dose) Full-time cast and 3.0 hrs of CIMT for 5 days a week for 4 weeks in a 

row. 
Group 5.  (Control) “Usual therapy” that the child is receiving (control group).  
 
Note: for children in the control group, parents will have a choice of receiving treatment 6 months later if 
Groups 1-4 show evidence of producing a better outcome for children. 
 
After the 21 days of treatment are finished (within a 4 week period), your child will be assessed again to measure 
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whether changes have occurred and then again 6 and 12 months later.  In total, your child will have 4 complete 
clinical assessments over a 12-month period. These clinical evaluations will be completed by a highly trained 
therapist who does not know the treatment therapy group in which your child participated. 
 
Will I (as a parent) have to do anything for my child to be in this study? 
 
Yes. As part of the CIMT therapy, parents have a chance to learn about the techniques of shaping and neuromotor 
rehabilitation that this form of pediatric therapy uses.  We will ask that you be available for at least 1-hour period 
each week for 4 weeks to observe your child and the therapist. (Note: many parents chose to spend more time 
than this if you would like to observe more often this will be arranged for you.) The therapist will share ideas for 
things to do with your child when you play and practice new skills at home or in the community.  You will be able to 
ask questions, of course, and the therapist can help show you ways to encourage your child to “practice” and 
extend new skills during the non-therapy hours. 
 
Also, we will have you complete a rating scale about your impressions of how often and how well your child is using 
his arms and hands – particularly the side that is the focus of the CIMT therapy (the more impaired side). 
 
Your informed consent also includes permission for us to request your child’s clinical records that might contain 
neuroimaging evaluations that identify the types and locations of brain lesions.  We will ask you to turn in a signed 
statement permitting release of your child’s prior medical record and/or neuroimages to our study. The reason we 
would like copies of these clinical records is to determine if children with certain characteristics (such as certain 
types of brain lesions or other health conditions such as having seizures) benefit more or less, or perhaps in 
different ways, from the CIMT we are providing. 
 
What are the possible risks? 
 
CIMT has been tested before and a lot is known about how children adjust to CIMT.  The risks are considered fairly 
small, but it is important that you know about these. 
 
First, your child probably will not like having the splint or cast put on at first. Almost all children adjust very quickly 
(just like children do when they break an arm and need casting).  With your help we explain to your child why we 
are using the splint or the cast.   Note: If the splint or cast causes undue distress or discomfort, we can correct this 
within a very short time (you will be given names and telephone numbers of individuals to contact on a 24-hour 
basis to ensure that your child will not experience such distress for an extended time period).   
 
Second, many children show some frustration during CIMT therapy.  This usually is only brief, and the therapist 
often helps the child “get over it.”  The frustration comes from being asked to do things that are difficult.  Your child 
has a neuromotor impairment, and voluntary control with the more impaired arm and hand is truly difficult.  So your 
child will be asked to try doing things over and over.  This could cause feelings of being tired or wanting to give up. 
The therapist will not push your child too much, but the therapist will have high expectations for your child’s 
progress.  The therapist will work to make everything seem like a game or play.  We also work on skills that you 
and your child think are important and fun.  Each therapy session has a lot of variety, and your child can always 
take a break during a session (although this will increase the time of the session so that your child receives the full 
amount of therapy that was planned).  
 
Another risk is that your child may develop small skin rashes or a sense of irritation or itching on the arm with a 
splint or cast. Once a week, we remove the cast for children who are wearing this full-time. Your child gets to move 
his or her arm and hand, while we check to see if any minor first-aid is needed.  If anything more serious is noted 
(this is extremely rare, such as a large sore), we would work with you to have immediate and full medical treatment. 
However, the costs for such treatment will be the parent’s responsibility or may be covered by the health insurance 
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you have for your child. In this rare case, we probably would not return the cast.  If needed, we would end the 
completion of the therapy or delay this until another time, if you would like.  Sometimes, we have to add a little 
padding inside a cast if there is an area that rubs.  For children with the full-time cast, it is already cut into 2 pieces 
and then placed on your child’s arm with a soft sleeve to hold it in place.  If an emergency arose, you – the parent – 
could remove the cast.  You would call and let us know, and we would come as soon as possible to check things 
out. 
 
Your child’s responses will be monitored daily by the project personnel to ensure her/his safety, and you will be 
encouraged to bring up any concerns or questions you have throughout the treatment period. If you have any 
concerns about your child’s safety while wearing the cast, you will be able to contact a member of the project staff 
who will remove the cast to examine the condition of the less impaired arm.  If no problems are observed, we will 
re-apply the cast to continue the treatment process. Together, we would be sure you and your child want to 
continue participating in the study.  If not, we would stop all treatment and remove the cast.  In the event of an 
emergency, you will be trained to remove the cast by unwrapping the tape which holds the cast together.  You 
agree to contact a project staff member in this event as soon as possible. 
 
Some people think a child could possibly “lose” some strength or skills with the “good side.” We have monitored 
this closely in many studies before – with more than 300 children – and never observed this (other than a very 
minor brief period of re-adjustment to using that arm and hand again). But it is a rare possibility. We will measure 
your child’s use of both arms and hands, and let you know if we observe any negative effects. Because we will 
continue to follow your child’s progress for another 12 months, we can let you know if any effects continue. If so, 
we would encourage you to seek additional help to restore skills or strength. Our project does not, however, have 
insurance to pay for additional care if this rare event were to occur. 
 
Finally, many children become very attached to their CIMT therapist. After being together so much, lots of positive 
things usually have happened.  Your child may miss the therapist after the treatment is completed.  We will have 
one or two follow-up contacts, so your child knows that the relationship formed was important and meaningful for 
the therapist as well as your child.  We hope you, as parents, will explain that the therapist now will be working with 
other children.  Fortunately, this “missing” usually is short-term and children readily make positive transitions to the 
next activities in their lives.  We also can work closely with other health care providers and specialists who are 
providing other treatments and care for your child, if you would like.  This plan for post-therapy follow-up is 
individualized for all children and families and is part of the treatment for Groups 1-4. 
 
Privacy Issues 
 
Your name and your child’s name will never be left permanently on any of the information collected in this clinical 
study. We will use a number and letter code to create a unique identifier (ID) for your child. This ID will be shared 
only with the staff who work on the study.  We will collect and store videotapes of your child during the assessment 
sessions, because these are scored by someone else later and provide a record of your child’s progress that we 
may re-assess at a later time if we learn about some new scoring procedure. 
 
If you like, you may choose to give permission for photos and/or videos of your child to be used in future research 
presentations or training sessions.  However, this is your choice and you do not need to grant photo permission in 
order to be a participant in the study. (There is  a separate photo release form.) 
 
The information about your child from past medical records and from our clinical sessions and assessments will be 
stored in physical files (located in locked files and locked rooms, accessible only to the project personnel) and also 
in a computerized database, password protected in highly secure locations at the university where your child is 
receiving treatment.  Duplicate sets of these materials also will be stored at Virginia Tech at the Virginia Tech 
Carilion Research Institute, in Roanoke, VA, where the primary data analyses and independent scoring of the 
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videotapes will occur.  The records will be maintained – with all personally identifying information stripped from 
them for a period of 7 years. 
 
 
 
Potential Benefits 
 
Your child may or may not benefit from participating in this research study.  It is hoped that your child will improve 
in use of the weaker (unrestrained) arm and hand.  In addition, it is hoped that these benefits will continue for up to 
12 months after treatment.  Your child is likely to experience a sense of accomplishment during treatment sessions. 
 The therapy tasks are chosen so that your child will succeed in most attempts she/he makes with the weaker arm 
and hand.   
 
You will receive a summary of the results of the entire program and of your child if you so choose. 
  
An important benefit from your child’s participation will be to provide valuable information to the scientific and 
pediatric rehabilitation community.  You agree that the results of your child’s treatment (combined with the results 
of other participating children) may be presented and published in scientific and professional conferences and in 
scientific publications.  We agree we will never reveal your child’s identity or your family’s identity. Your child’s or 
family’s name will not be given to any individual outside the project at any time. (You are allowed, of course, to let 
other people know you participated in this research project, if you so choose.) 
 
Alternative Treatments 
 
There are other therapeutic procedures, which might benefit your child, such medications, surgical procedures, or 
other new forms of therapy that are being developed elsewhere.  We are not able to provide or test these as part of 
the proposed study, however. 
 
New Findings 
 
Any significant new findings that develop during the course of this study, that may relate to your willingness to 
continue participating, will be immediately provided to you. 
 
Confidentiality 
 
Information gathered during this study about your child, including photographs and videotapes, will be kept private. 
 The following groups are the only ones that will be able to view your child’s records and have access to the private 
information that identifies your child by name: the research personnel associated with this project; the Office for 
Human Research Protections; and the Institutional Review Board for Human Use (IRB), also at each site. 
 
You agree that the results of your child’s treatment may be published for scientific purposes, provided your child’s 
identity and that of your family are not revealed.  You also agree that your child’s performance may be videotaped. 
 This video may be shown to groups of professionals and scientists without revealing your child’s name if you 
choose to grant person of photo/video release. 
 
Withdrawal without Prejudice and Termination of Participation 
 
You are free to withdraw your consent and to discontinue your child’s participation in this project at any time 
without prejudice against any present or future care your child may receive.  You also agree that your child’s 
participation in this study may be ended without your consent, if it is determined by the investigators that it is in 
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your child’s best interest, or if you/your child significantly fail to follow study procedures (such as refusal of the 
scheduled treatment or repeated failure to participate in required assessments).  If your child indicates he or she 
wants to stop participating, we will honor this request as well.  (In the past 10 years, this has never happened.) 
 
 
Costs to Participants in this Research Project 
 
There is no cost for the therapy services that will be provided to your child during this study.  We are limited to 
providing just these services, and the monitoring related to the splint and cast.  If we see any medical or health 
issues that we think require attention, we will immediately discuss this with you so you can decide how best to 
proceed.  The study cannot cover the costs for other health care treatments. 
 
Payment for Participation in Research Project 
 
There will be no direct or cash payment made to you for participation in this clinical research project. For some 
families, we may be able to provide reimbursement for travel expenses for assessment sessions. 
 
Payment for Research-related Injuries 
 
The participating sites have made no provision for monetary compensation in the event of injury resulting from this 
research.  In the event of such injury, project staff will help you find treatment, but you will assume responsibility for 
costs incurred.   
 
Questions 
 
If you have any questions associated with the study or research-related injury, you may contact (designated 
individuals at the local site).  If you have any questions about your child’s rights as a research participant, or 
concerns or complaints about the research you may contact Dr. Stephanie DeLuca at 540-526-2099 or 
stephdeluca@vt.edu. You can also contact Dr. David M. Moore at (540) 231-4991 who is Director of the Office of 
the Institutional Review Board for Human Use (OIRB) at Virginia Tech.  Regular hours for the Office of IRB are 8:00 
a.m. to 5:00 p.m. Monday through Friday.  
 
Legal Rights 
 
You are not waiving any of your or your child’s legal rights whatsoever by signing this consent form.   
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Agreement and Signatures 
 
I am making a decision about whether or not to permit my child to participate in the Pediatric Constraint-Induced 
Movement Therapy study.  Because my child is a minor, this is called “informed consent” even though my child is 
the one receiving therapy.  My signature indicates that I have decided that my child will participate, that I have read 
(or been read) the information provided above, and that I have received a signed copy of this consent form. 
 
 
_____________________________________________  ______________________ 
SIGNATURE OF PARENT OR LEGALLY AUTHORIZED   DATE 
REPRESENTATIVE 
 
 
_______________________________________________  ______________________ 
SIGNATURE OF INVESTIGATOR OR PERSON OBTAINING  DATE 
CONSENT 
 
 
_______________________________________________  ______________________ 
SIGNATURE OF WITNESS      DATE 
 
 
NAME OF CHILD ______________________________________________________________  
                                       FIRST                           MIDDLE                           LAST 
 
 
CHILD’S BIRTHDATE _______________________               
                                        MONTH/DATE/YEAR 
 
 
CHILD’S GENDER     BOY ____ GIRL _____ 
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WAIVER OF ASSENT 
 
A Waiver of Assent means that someone is unable to provide a signature on his or her own behalf.  This is required 
for all children under the age of 19 years old.   
 
The assent of                                                       was waived because of 

(NAME OF CHILD) 
 

Age __X___ 
 

Maturity _____ 
 

Psychological state of child _____ 
 
 
 
_____________________________________________  ______________________ 
SIGNATURE OF PARENT OR LEGALLY AUTHORIZED  DATE 
REPRESENTATIVE 
 
 
_______________________________________________  ______________________ 
SIGNATURE OF WITNESS       DATE 
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