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We are inviting you to be in a research study. The main goal of research is different from the goal of usual medical care. In 
usual medical care, the main goal is to find the treatment that is best for you as an individual. In research, the main goal is 
to gain knowledge to help future patients. Before you and/or your parent gives consent or assent to volunteer, it is important 
that you read the following information and ask as many questions as necessary to be sure you understand what you and 
your parent will be asked to do.  
 
FUNDING: 
The SleepWell Study is funded by the National Institute of Mental Health. 
 
What is this study about? 
Current research suggests that as many as 1 in 4 young adults and adolescents have some form of sleep problem, such as 
trouble falling asleep or waking up a lot during the night. We know that not getting enough sleep can lead to poor school or 
job performance, behavior problems, and health issues, including being more likely to develop depression. Problems with 
sleep can also interfere with treatment for mood problems. 
 
The SleepWell Study is for youth ages 12 to 19 who suffer from sleep problems and who also experience problems with 
their mood. We know that counseling can help with the treatment of mood problems. We want to find out if young adults and 
teens taking antidepressant medication will do better if they receive 6-7 brief counseling sessions for their sleep problems. 
 
This study will compare two different ways to improve sleep problems. All teens and young adults in this study will already 
be taking antidepressant medication. There will be two different treatments for insomnia or problems sleeping.  The first 
treatment uses cognitive behavioral therapy (CBT), while the second treatment uses an approach called sleep hygiene 
(SH). CBT teaches skills like changing thinking that may help a person sleep better. SH also teaches ways to improve 
sleep, such as improving bedroom set up for sleep. If you agree to be in this research study, you will be assigned randomly 
(by chance) to one of these treatments. 
 
How can I join the study? 
First, we will briefly talk with you (and your parent/guardian if you are under 18) on the phone to see if this study might be a 
good fit. If it is, we’ll set up a time for a telephone interview. During this interview, we will ask about your sleep patterns and 
your feelings and mood. We will also ask your parent similar questions about you. You and your parent will also complete 
some questionnaires and provide verbal consent. The phone interview with both you and your parent will last 2 to 3 hours. 
At the end of the interview we will let you know if you are eligible for the study. 
 
What happens next? 
If you are eligible and decide to be in the study, you will be contacted by a study counselor. You will be assigned randomly 
(by chance), using a computer, to one of the two sleep treatments. This means you will not be able to choose which 
treatment you will receive. The two treatments are very similar. Both treatments could provide assistance with sleep 
problems and improving mood. The only difference between the two treatments is that they use slightly different ways of 
trying to improve sleep. Neither treatment is currently known to be better for improving sleep in teens and young adults. You 
should be willing to take part in either treatment before you agree to be in this study. 
 



Counseling Sessions 
You will have 6-7 counseling sessions over 6 to 12 weeks. These sessions are held at the research clinic or (if available) at 
a Kaiser office that is convenient for you. Study counselors have a lot of experience working with young adults and teens. 
The first session is about 90 minutes; later weekly sessions will each be 40-60 minutes. 
 
Follow-Up Interviews 
In addition to the counseling sessions, we will ask you to take part in several more interviews: 
• short phone interviews (or online surveys) at 4 weeks and 8 weeks 
• longer phone interviews at 12 weeks, 26 weeks, and 52 weeks 

 
Sleep Diary & Actigraphy 
Upon starting the study, we will ask you to: 
• complete a brief daily sleep diary using your phone or computer (or a paper version) for 12 weeks 
• wear an actigraphy watch that measures your activity level when you are awake and asleep for 2 weeks 
We will also ask you to complete the sleep diary and wear the actigraphy watch for a two week period around the 12, 26 
and 52 week interviews. 
 
Is there any cost to me for being in the study? 
There is no cost to you or your family for taking part in this study. You will not be asked to pay for any study counseling 
sessions or interviews. 
 
Will I be paid? 
You will receive gift cards for completing the interviews, submitting sleep diary entries, and for wearing the actigraph watch. 
Your parent will also receive gift cards for completing interviews. 
 
 Gift Card Amount 
Study Activity Teen Parent 
Initial Interview $20 $10 
4 week survey $10 n/a 
8 week survey $10 n/a 
12 week interview $25 $10 
26 week interview $30 $15 
52 week interview $35 $20 
Sleep diary* $130 n/a 
Actigraph watch** $60 n/a 
TOTAL*** $320 $55 
* You will earn $1 for each day you complete the sleep diary, and gift cards will be distributed in increments of $10. That 
means you will receive a $10 gift card after you complete ten daily sleep diary entries. 
* * You will earn $1 for each day you wear the actigraph watch. We will give you gift cards for this activity each time your 
watch is returned/exchanged. 
* * *This is the amount you would receive if you completed ALL of the study activities. 
 
Are there any alternatives to participating in this study? 
The study cannot provide or pay for any other treatment. If you want other counseling or treatment, please talk with your 
doctor about other options or referrals. 
 
What are the benefits of being in this study?  
You will receive counseling sessions aimed at helping teens and young adults learn healthy sleeping patterns. We have 
found that young adults, teens, and their parents often feel good that their being in the study may help others. 
 
 



What are the risks of being in this study? 
You might feel temporarily uncomfortable because you will be asked some personal questions (for example: “Have you 
been feeling sad, down, moody in the past week?”). However, you do not have to answer any questions you don’t want to. 
Also, there is a chance that research staff other than your study counselor or interviewer may see or hear your answers to 
questions; we do our best to keep your answers confidential and safe. 
 
We will be in touch with you by phone, email and text message to schedule or remind you about counseling appointments 
and surveys/interviews. Any confidential information sent through the Internet has a small risk of being read by someone 
other than the person it was sent to. We cannot completely protect against all computer or human errors. But we will do all 
we can to reduce the risk of your private information being seen by someone who is not part of our research team. 
 
We will also ask you to create an account on the study website where you will submit sleep diary entries, complete 
questionnaires, view information about the study, etc. You can help reduce the risk that someone will see your confidential 
information by creating a strong password for your account, never sharing your password with anyone else, and using a 
private computer, phone or tablet when accessing the website. 
 
Taking part is up to you... 
Your help on this study is very important, and we hope you agree to take part. But remember: You do not have to join the 
study if you don’t want to, and you can drop out any time even after you agree to take part in the study. If you say “no” to the 
study now or choose to drop out later, this will not change your health care at Kaiser Permanente. If you do drop out of the 
study, we’d like to talk with you one more time and ask you for any feedback that could help other young adults or teens in 
the study. However, giving us this feedback is completely up to you. 
 
Protecting confidentiality and personal health information... 
Kaiser Permanente is committed to protecting your health information. Federal laws also protect your privacy. In order to 
conduct this study, we will be collecting information about you and your health, which will include reviewing the personal 
health information in your medical record. 
 
To protect your confidentiality, all records, audio-recorded interviews, audio-recorded counseling sessions, and information 
about your participation in this study will be stored in locked file cabinets, on a secure encrypted study website, or on 
password-protected computers at the Kaiser Permanente Center for Health Research. Neither your name nor your identity 
will be used for publication or publicity. Participant records will be identified only with random study identification (ID) 
numbers. The list that links the study ID number to personal information (such as name, address, health record number) will 
be stored separately. 
 
By law, we may have to share your private information with someone other than your health care provider in cases of 
medical emergencies, child abuse, or serious risk of harm to yourself or to others.  Otherwise, we will keep your information 
private.   
 
Only approved study staff will have access to your personal health information. However, we are working with sleep and 
mood experts at University of California at Berkeley (UCB) and San Diego State University (SDSU). We will be asking them 
to listen to some of the audio-recorded interviews and counseling sessions to rate how well the interviews and sessions 
were conducted by our staff. This process helps us to constantly improve the quality of our work. These recordings will not 
have your name or any contact information on it and will only be identified by a random ID number. We do not share your 
personal information with our research partners. However, the audio-recording itself may contain some personal health 
information, such as a person’s name that is shared during the interview or counseling session.  
 
Kaiser Permanente’s Center for Health Research has agreements with UCB and SDSU to protect your health information, 
and we have full confidence in their ability to do so. However, Kaiser Permanente cannot control what happens to the audio-
recordings once they are at UCB or SDSU. By giving your consent you agree to let us use and disclose your personal 
health information that may be on the recordings. 
 



CONSENTING TO PARTICIPATE IN THE STUDY 
By providing verbal consent and taking part in this study, you agree to let us use and share your personal health information 
as described above. If you do not agree to this, we cannot include you in the study. This agreement will expire when the 
study is finished. 
 
If at any time you want to withdraw this agreement, you must tell us in writing by mailing a letter to: 
 
Greg Clarke, PhD 
Principal Investigator – SleepWell Study 
Kaiser Permanente Center for Health Research  
3800 N. Interstate Avenue 
Portland, OR 97227 
 
After we receive your request, we will only use information that has already been looked at or shared. If you withdraw your 
agreement, you will have to end your participation in the study. 
 
Will I get a copy of this authorization? 
A copy of this authorization form was mailed to you and is available on the study website. You may also request that 
another copy be mailed to you.  
 
Questions? 
We will be happy to answer any questions you may have. You can email us at sleepwell@kpchr.org, or you can call 503-
335-6313 (toll free at 1-877-312-6631) and we will return your call. If you have questions about your rights as a research 
subject, or about research related injuries, or to contact the Institutional Review Board (IRB), call the Director of Research 
Compliance, at 503-335-6725. 
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