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UNIVERSITY OF WASHINGTON 

CONSENT & PARENTAL PERMISSION FORM 
 

Improving Asthma Care Together (IMPACT): A Pilot Study  
 
Researcher: Jennifer Sonney, PhD, APRN, PPCNP-BC, FAANP 
   Assistant Professor 
   Department of Child, Family, and Population Health Nursing 
   University of Washington School of Nursing 
   206-685-2161 
   jsonney@uw.edu  
 
Researchers’ statement 
 

We are asking you and your child to be in a research study. The purpose of this consent form is 
to give you the information you will need to help you decide whether you and your child will join 
the study or not. Please read the form carefully. You may ask questions about the purpose of 
the research, what we would ask you both to do, the possible risks and benefits, your rights as a 
volunteer, and anything else about the research or this form that is not clear. When we have 
answered all your questions, you can decide if you and your child want to be in the study or not. 
This process is called “informed consent.” We will email you a copy of this form for your records. 

KEY INFORMATION ABOUT THIS STUDY 

 

• Participation in research is voluntary and will not affect your child’s healthcare or any 

services you or your child receive through the UW or elsewhere. 

• The purpose of this study is to test a new childhood asthma management app 

(IMPACT) designed for children and their parents to use together. 

• All parent-child teams will participate in 3 data collection sessions – 1) at the start of 

the study, 2) at the end of the 8-week study, and 3) 2 months later.  During these 

sessions, parents and children will answer questions about themselves, the child’s 
asthma, their family, and ways they manage the child’s asthma. 

• Approximately half of the parent-child teams in this study will test the IMPACT app 

(intervention group) and the other half will not (control group). 

• Parent-child teams that are testing the IMPACT app will complete weekly study 

activities, including monitoring the child’s asthma status and learning strategies for 

managing asthma together.  These activities should take 30 minutes or less per week. 

• Parent-child teams that are not assigned to test the IMPACT app will complete data 

collection sessions only.  At the end of the study, they will be given access to the 

IMPACT app if desired. 

• You and your child may not benefit from this study.  Some children may experience 

improved asthma status and management. 

• The main risk involved with the study is fatigue from answering study questions. 

• This study and its activities do not replace the care that you and your child receive 

from your health care professional.  Participation in this study does not entail any 

change to your asthma medications or management plan. 
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PURPOSE OF THE STUDY 

 

The purpose of this study is to test a new health app, IMPACT, which was co-designed with 
children and parents.  IMPACT aims to help children and their parent manage asthma better.  
We think about 60 children with asthma and their parent/caregiver will participate in this study. 
 

STUDY PROCEDURES 
 

If you and your child join the study, we ask that you participate for 8 weeks plus a follow-up visit 
2 months later.  Half of the parent-child teams will be assigned to try IMPACT while the other 
half will not (this is called a control group).  After the follow-up visit, control group participants 
will be offered access to IMPACT if they are interested.   
 
RESEARCH PROCEDURES 
 

This study involves three data collection sessions for all participants.  There are additional 
activities for those assigned to the intervention or control groups.   
 
Data collection sessions 
 

Unless not allowed due to COVID-19 restrictions, data collection will occur in person either at 
participant homes or a convenient location, such as a community library.  Sessions will last 1-
1.5 hours with the majority of data collected using iPads.  Study team members will assist the 
child with the iPads, as needed. 
 
You and/or your child may refuse to answer or participate in any of the study activities and may 
leave the study at any time.  This study involves three in-person data collection sessions.  
These may be held at your home or a convenient location, such as a community library. 
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 Activities 
Visit 1 
Begin study 
 
Approx  
1-1.5 hours 

Review parent consent and child assent, obtain signatures 
 

Child:  
• Height, weight, and child breathing test 
• Answer questions about asthma control and asthma beliefs.   
• OPTIONAL: Play remembering and attention games using an iPad. 
 

Parent: 
• Answer questions about themselves, sleep, their family, quality of life, and 

asthma beliefs.  
• Answer questions about their child and child’s asthma. 
 

Group assignment 
• After the questions, parent-child teams will be randomly assigned by 

computer to intervention or control groups. 
• Groups are described below 

Visit 2 
8 weeks 
 
Approx  
1-1.5 hours 

Child: 
• Breathing test & answer questions from visit 1 
 

Parent: 
• Answer questions from visit 1 
 

Intervention group only:  
• Answer questions about IMPACT and provide feedback about IMPACT 

Visit 3 
16 weeks 
 
Approx  
1-1.5 hours 

Child: 
• Breathing test & answer questions from visit 1 
 

Parent: 
• Answer questions from visit 1 
 

Control group only:  
• Indicate whether interested in getting access to IMPACT app.   

 
Breathing test (called Spirometry) 
This is a common test used to see how lungs are working by measuring how much air you 
exhale and how quickly you exhale.  Typically, 2-3 exhalations are needed to complete the test.  
It does not cause discomfort, though participants may feel tired after exhaling as long and as 
fast as they can. 
 
Optional Memory and Attention testing 
Using an iPad, children will play a series of games and exercises that measures their attention, 
short-term memory (working memory), and processing speed.  These tests take about 30 
minutes. 
 
IMPACT Intervention Group  
The IMPACT intervention is delivered via a mobile app that will include tracking asthma 
symptoms and status, setting goals, thinking about barriers, and problem solving.  Children will 
receive a “symptom watch” that allows them to report asthma symptoms when they occur.  
These reports will sync with the IMPACT app so families may track them over time.  Children 
and parents will be asked to log on to the app once per week for 8 weeks and complete study 
activities, designed to take 30 minutes or less each week.  These activities include setting 
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asthma management goals, completing spirometry and an asthma control questionnaire. 
Families may choose to receive text reminders to complete study procedures through app 
settings.  Total treatment duration is estimated to be approximately 4 hours each for both 
parent and child. 
 
Control Group 
The control group will not have any study-specific activities other than the 3 study visits 
described above.  All control group families will receive a spirometer to use during study visits 
and to keep after the study is over.  At the end of the follow-up visit (16 weeks), control group 
families will be offered access to IMPACT. 
 

RISKS, STRESS, OR DISCOMFORT 
 

There are potential harms or risks if you and your child take part in this study, these are 
described below.  These risks include potential loss of confidentiality, invasion of privacy, 
anxiety related to survey questions, fatigue related to lung function testing (child), and subject 
burden. 
 

Loss of Confidentiality and/or Privacy 
Privacy for you and your child is very important to us.  If you and your child join the study, we 
will use safety measures to protect your information.  However, we cannot guarantee that 
you/your child would never be identified if you share your information with us.  We think this is 
unlikely but want to make sure you are aware of the risk. 
 

Surveys/Questionnaires 
The surveys/questionnaires during might ask questions or for information that makes you or 
your child feel uncomfortable.  You and your child should skip questions that you do not want to 
answer.  You or your child might feel tired or fatigued after answering study 
surveys/questionnaires as well.  Should you and/or your child experience fatigue, you will be 
offered breaks as needed. 
 

Spirometry 
Your child might feel tired while completing the lung function testing (spirometry).  Should they 
feel tired, breaks will be offered.  They may also choose not to complete the spirometry. 
 

Symptom Watch (Intervention Group Only) 
The symptom watch may cause minor skin irritation.  If this occurs, the child should remove the 
device and the parent should call or email the Principal Investigator (Dr. Sonney).  An 
alternative watch band may be offered.  It also might be burdensome to remember to use the 
symptom button. 
 

Asthma Attack or Exacerbation 
Your child may experience an asthma attack (exacerbation) during the study.  The IMPACT 
intervention does not replace the advice of a health care professional.  If your child has an 
attack, please contact your health care provider or seek emergent care. 
 

ALTERNATIVES TO TAKING PART IN THIS STUDY 
 

If you and your child choose not to be in this study, you could find information about improving 
your child’s asthma through books or on the internet. 
 

BENEFITS OF THE STUDY 
 

Potential Benefits for You 
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There may be no direct benefits to participants in the study; however, being in this study might 
benefit you and your child.  A possible benefit is that you and your child may learn more about 
helpful strategies to involve your child in his/her asthma management.  
 
Potential Benefits for Others 
 

We hope to use information we get from this study to benefit others who have asthma. This 
information will help us understand management of asthma at home and whether our IMPACT 
solution is easy to use and makes sense to children with asthma and their parents. 
 

SOURCE OF FUNDING 
 

The study team and/or the University of Washington is receiving financial support from the 
National Center for Advancing Translational Sciences and the National Institute of Nursing 
Research. A description of this clinical trial will be available on https://www.clinicaltrials.gov, as 
required by U.S. Law. This Web site will not include information that can identify you. At most, 
the Web site will include a summary of the results. You can search this Web site at any time. 
 

CONFIDENTIALITY OF RESEARCH INFORMATION 
 

If you participate in this study, the information that you and your child provide is important.  A 
unique study code number will identify your child.  This code number will be attached to you and 
your child’s confidential data.  We will not put your/your child’s name on any research data. The 
master list that links a person to their study number is stored in a password protected, secure 
and encrypted server at the UW School of Nursing separate from the other research files.  
Identifying information will be destroyed after the UW’s required retention period has passed. 
 
However, de-identified data from this study will be used for research purposes and will be kept 
in a locked cabinet and secure computer files indefinitely. No names or other identifying 
information will be used in any publications or presentations that may result from this study. 
 
We have a Certificate of Confidentiality from the federal National Institutes of Health.  This helps 
us protect your privacy.  The Certificate means that we do not have to give out identifying 
information about you even if we are asked to by a court of law.  We will use the Certificate to 
resist any demands for identifying information.   
 
We can’t use the Certificate to withhold your research information if you give your written 
consent to give it to an insurer, employer, or other person.  Also, you or a member of your family 
can share information about yourself or your part in this research if you wish. 
 
There are some limits to this protection. We will voluntarily provide the information to: 

• a member of the federal government who needs it in order to audit or evaluate the 
research; 

• individuals at the institution(s) conducting the research, the funding agency, and other 
groups involved in the research, if they need the information to make sure the research 
is being done correctly; 

• the federal Food and Drug Administration (FDA), if required by the FDA; 
• individuals who want to conduct secondary research if allowed by federal regulations 

and according to your consent for future research use as described in this form; 
• Washington State authorities, if we learn of child abuse, elder abuse, or the intent to 

harm yourself or others.  
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The Certificate expires when the funding for this study ends.  Currently this is 7/31/2022.  Any 
data collected after expiration is not protected as described above.  Data collected prior to 
expiration will continue to be protected. 

 
USE OF INFORMATION  

 

Commercial Profit 
 

The information we collect as part of this research may be used for future commercial profit.  
There is no plan to share this profit with you. 
 
Returning Results to You 
 

The study team will send you results of asthma control assessments completed at each study 
visit.  These results may indicate poor lung functioning, which is associated with a higher risk of 
asthma attack (exacerbation).  These results may be shared with your health care provider, if 
you choose to do so. 
 
Using Your Data in Future Research 
 

The information that we obtain from you for this study might be used for future studies. We may 
remove anything that might identify you from the information. If we do so, that information may 
then be used for future research studies or given to another investigator without getting 
additional permission from you. It is also possible that in the future we may want to use or share 
study information that might identify you. If we do, a review board will decide whether or not we 
need to get additional permission from you. 
 

OTHER INFORMATION 
 

You may refuse to participate and you are free to withdraw from this study at any time without 
penalty or loss of benefits to which you are otherwise entitled. If you wish to withdraw, please 
contact the researcher listed on page 1 of this consent form.  If you take part in this study, there 
will be no cost to you and no cost to your insurance company for these research activities. 
 
Each family will receive up to $375 in digital gift cards to compensate them for the time and 
effort involved in participating in the study. Gift cards will be emailed to the parent following the 
session. 

• Data collection session 1: $50 digital gift card following completion of session 
• Data collection session 2: $100 digital gift card following completion of session (includes 

following completion of IMPACT intervention for intervention group) 
• Data collection session 3: $150 digital gift card following completion of session. 
• OPTIONAL Cognitive battery (attention and memory games): $25 digital gift card after 

each session. 
 
A copy of the consent form will be emailed to you at an email address that you provide. It will be 
a “PDF” document. Most computers already have PDF viewer software installed, which will 
allow you to open, read, or print the consent form. The email we send you will include a link to 
PDF viewer software (such as Adobe Acrobat Reader) in case your computer doesn’t already 
have it. If you would prefer to receive a paper copy of the consent form at no cost to you, please 
contact the researcher listed on page 1 of this consent form. 
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RESEARCH-RELATED INJURY 
If you think you/your child have been harmed from being in this research, contact Dr. Sonney at 
206-685-2161 right away. She will refer you/your child for treatment.  
 

OPTIONAL FUTURE CONTACT 
 

Would you like to know about future research studies?  We would like to contact you in the 
future to tell you about other research studies you might want to take part in.  Research is 
always a choice.  We are only asking you if you would like to hear about other studies. 
 
What happens if I check “YES”?   
If you check the “YES” box, you are allowing us to contact you if a study that you could take part 
in comes up. This means we will store your contact information in a secure electronic file.  You 
can decide to stop allowing us to contact you at any time.  You would need to let Dr. Sonney 
know if you did not want to be contacted in the future. 
 
What happens if I check “NO”?   
Deciding not to take part will NOT affect your care.  There will be no penalty or loss of benefits 
to you for deciding that you do not want to be contacted in the future.  You can still participate in 
this SKIP study if you check “NO”. 
 
Your contact information will not be shared with anyone outside this research team or others as 
required by law.   
 

 YES, it is okay for you to contact me about future research studies. 
Please tell us what would be the best way to contact you: 

o Phone:  __________________________________________ 
o Email: __________________________________________ 
o Mailing Address: ____________________________________ 

    ____________________________________ 
     ____________________________________ 

 NO, please do not contact me about future research studies. 
 

OPTIONAL COGNITIVE ASSESSMENT 
 
Would you like to opt-in to the optional cognitive evaluation for your child?  This involves 
attention and memory games on an iPad.  These will be completed at each data collection 
session and last about 30 minutes. 
 

 YES, I agree to have my child complete the cognitive assessment. 
 

 NO, I do not agree to have my child complete the cognitive assessment. 
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Subject’s statement 
 

This study has been explained to me.  I volunteer for myself and my child to take part in this 
research.  I have had a chance to ask questions.  If I have questions later about the research, or 
if I have been harmed by participating in this study, I can contact one of the researchers listed 
on the first page of this consent form.  If I have questions about my rights as a research subject, 
I can call the Human Subjects Division at (206) 543-0098 or call collect at (206) 221-5940.  I will 
receive an emailed copy of this consent form. 
 
Parent/Caregiver Participant: 

   

Printed name of subject 
(parent/caregiver) 

Signature of subject Date  

 
 

 
 
Child participant (subject is a minor): 

   

Printed name of child participant   
   

Printed name of person authorized to 
consent for child participant 

Signature of person authorized to 
consent for child participant 

Date 

   

Relationship to the subject   
 

Copies to: Researcher 
  Subject 
   

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2021-059791:e059791. 12 2022;BMJ Open, et al. Sonney J


