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that can identify you. At most, the website will include a summary of the results. You can search 
this website at any time.
Why is this research being done?
Insomnia is a common sleep disorder. People who have insomnia have problems falling asleep 
or staying asleep. People with insomnia often have daytime problems, such as tiredness, 
concentration problems, and irritability. Adults with asthma often report having problems falling 
asleep or staying asleep. Insomnia can worsen quality of life and increase the risk for asthma 
attacks. We are conducting this research study to find out if treating insomnia can help sleep 
problems and asthma control in people who have both insomnia and asthma. Our research 
study will use questionnaires, an activity monitor for evaluating sleep, a home sleep apnea test, 
lung function testing, blood draw, a breathing test for measuring the level of nitric oxide gas in 
your breath, and two non-medication approaches to manage your insomnia. 

Who is being asked to take part in this research study?
We plan to enroll 210 individuals with asthma and insomnia into our research study. To be 
eligible to participate in our study, you must be 18-75 years of age, have asthma that is not well 
controlled, have insomnia, and have an email address and reliable internet access. 

What procedures will be performed for research purposes?
As part of this study, you will undergo 1) online screening and baseline data collection that lasts 
approximately 1 hour; 2) 3 research visits (either in person or remote via phone or video 
conferencing) that last approximately 1 to 2 hours; 3) in-home monitoring of activity for 1 week; 
4) home sleep apnea test; and 5) insomnia intervention. If you chose to do in person visits, you 
will be asked to not take your asthma medications before each in person research visit, if 
possible, and to avoid food, beverages, and rigorous exercise within 1 hour of each visit. 
Additionally, you will be contacted either via scheduled phone call or email 7 times throughout 
the trial to get an update on your well-being. 

1. Online screening and baseline data collection (Visit 1). You will complete questionnaires 
about your health, lifestyle, sleep, and mood. 

2. Research Visit 1a (in person or remote via phone or video conferencing). You have the 
option of attending study visits: 1) all 3 study visits will be remote via phone or video 
conferencing; or 2) in person with the option to transition to remote via phone or video 
conferencing. For in person visits, you will come to the University of Pittsburgh Asthma Institute 
at the UPMC Montefiore Hospital in Oakland. If you chose to do Research Visit 1a remotely, we 
will mail you the following prior to the visit: a peak expiratory flow meter (if needed), Actiwatch, 
and WatchPat along with all instructions and self-addressed stamped envelopes.

Visit 1a: In person. This visit will take approximately 1 to 1.5 hours. The visit will involve 
additional eligibility screening. If during any of the following procedures you do not meet the 
eligibility requirements, you will not continue with the screening procedures. 

Physical exam including measurement of your height, weight, vital signs (blood 
pressure, heart rate, breathing rate, and temperature), listening to your heart and lungs.

Screening questionnaires. You will complete questionnaires about your asthma and 
mood. The questionnaires will take approximately 5–10 minutes to complete.   

Exhaled nitric oxide (ENO) test. Nitric oxide is a gas that is released from inflammatory 
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cells in the lungs. You will gently blow air out into a machine for a 10 second period of 
time. 

Spirometry (lung function testing) and maximum bronchodilation. We will do 
spirometry to ensure that you fit the study criteria. Spirometry is a simple breathing test 
that measures the amount of air you have in your lungs and how well you can move that 
air by forcefully blowing into a mouthpiece that is attached to a computer.  You will then 
inhale a bronchodilator (an inhaler that opens up your airways - albuterol) to see if your 
lung function gets better. Up to 8 puffs of albuterol may be given for this test. 

If you are eligible after the above screening procedures, the following baseline data collection 
procedures will be performed:

Peak flow rate. We will measure and record your peak flow rate (or how well air moves 
out of your lungs) using a handheld device called a peak flow meter. You will also be 
instructed to use the peak flow meter to monitor your asthma if you feel it is worsening 
during the course of the study. The study team will provide you a peak flow meter, if you 
do not have one. 

Blood draw. At each of the 3 in person research visits, we will draw about half a 
teaspoon of blood for clinical testing and an additional 3½ to 4½- teaspoons of blood 
which will be stored and frozen to be used in future research studies. The area inside 
your elbow will be wiped down with alcohol prior to placing a needle in the vein. Your 
stored samples may be tested for genomic (study of genes in an organism), proteomics 
(study of all proteins in a cell), and other types of research purposes. Blood may be used 
to test other molecules. Your participation in this study may include whole genome 
sequencing. Because your name and other personal identifiers will be removed, the 
researchers will not be able to identify you directly or inform you of any results of the 
testing.

Visit 1a: Remote. This visit will take approximately 1.5 to 2 hours and will occur either over the 
phone or video conferencing. The visit will involve additional eligibility screening. If during any of 
the screening questionnaires you do not meet the eligibility requirements, you will not continue 
with the screening procedures. 

Screening questionnaires. You will complete questionnaires about your asthma and 
mood. The questionnaires will take approximately 5–10 minutes to complete.   

If you are eligible after the above screening procedures, the following baseline data collection 
procedures will be performed:

Peak flow rate. We will measure and record your peak flow rate (or how well air moves 
out of your lungs) using a handheld device called a peak flow meter. You will also be 
instructed to use the peak flow meter to monitor your asthma if you feel it is worsening 
during the course of the study. The study team will provide you a peak flow meter, if you 
do not have one.

At-home data collection following Research Visit 1a. After either in person or remote Visit 1, 
the following at-home data collection procedures will be performed:

In-home activity monitoring. You will be given an activity monitor (Actiwatch) to wear 
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for one week. You will be provided a pre-paid mailer to return the Actiwatch, once you 
are done. During the one-week time period that you are wearing the Actiwatch, you will 
also keep a sleep diary.

Activity monitor. During the same time that you keep your sleep diary, you will 
wear an activity monitor called Actiwatch. The Actiwatch is about the size of a 
wrist watch and is worn on the non-dominant wrist. The Actiwatch measures how 
active you are by recording how much you move. You will be asked to wear the 
Actiwatch 24/7 for the one week time period since it is water resistant. 

           A sleep diary is a short questionnaire you complete daily, after you wake up in 
the morning. You will be asked about your sleep on the previous night and about 
your daytime activities from the previous day. It takes less than 5 minutes to 
complete the sleep diary each day. You will fill out the sleep diary for 7 days on 
your computer. 

Home Sleep Apnea Test. Finally, you will complete a one-night Home Sleep Apnea 
Test to see if you have sleep apnea. If you are currently being treated for sleep apnea, 
you may be able to skip this step. You will be given a Home Sleep Apnea Test device 
called a WatchPat. When you wear the WatchPat you should go to sleep as you 
normally would and let the WatchPat record your breathing during the night. You will be 
provided a pre-paid mailer to return the WatchPat, once you are done. 

If the WatchPat screening shows severe sleep apnea (periods of shallow breathing 
and/or pauses in breathing), you will be referred for further evaluation and treatment for 
your sleep apnea, and you will not participate in remainder of the study. If the screening 
reveals a lesser degree of apnea, you will be referred for follow-up evaluation but can 
still participate in our study. If the screening does not indicate the presence of significant 
sleep apnea, you will continue on through the study, as indicated below. You will be 
provided a report with the results of the WatchPat screening that can be shared with 
your physician.

Insomnia intervention: After you have completed the in-home activity monitoring, you will be 
randomly (like a flip of a coin) assigned by a computer program to receive one of two types of 
intervention. The study group you are assigned to might not be the group you would prefer to be 
in. It might also prove to be less effective than the other study group for your condition.

Internet Cognitive Behavioral Treatment for Insomnia (CBTI) Intervention. CBTI is a 
non-medication research intervention for insomnia. Traditionally, it involves meeting with 
a psychologist or other therapist. In this study you would, if you are assigned to this 
intervention, receive the intervention by way of the internet, using a self-guided, 
interactive, and web-based program that is tailored to your specific sleep problems. The 
information is divided into six sections or Cores. You will be able to begin a new Core 7 
days after completing the previous one. Each Core will begin by identifying what will be 
learned that week and why it is important. You will receive information about managing 
your sleep problem using a variety of behavioral changes and other exercises. Each 
Core will also include: review of previous week’s homework and sleep diary information; 
new material; and assignment of homework (intervention strategies for the coming 
week). Throughout the 9 week intervention phase, we will also ask you to complete a 
brief online sleep wake diary every day at home that will be used to tailor the 
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intervention. You will have continued access to the Internet program for 8 weeks after 
you have completed it. 

Enhanced Usual Care Intervention. If you are assigned to this intervention, you will be 
asked to view a 20-30 minute animated online video that includes information about 
sleep and factors that help to regulate it and habits that help and hurt sleep. 

3. Research Visit 2 and Visit 3 (post-intervention and 6 months post-intervention: You will 
either come to the University of Pittsburgh Asthma Institute at the UPMC Montefiore Hospital in 
Oakland for the research visits or the visits will be conducted over the phone or video 
conferencing. The visits will occur immediately after the 9 week intervention phase and 6 
months after the intervention phase. 

Visit 2 and 3: In person. At each of these visits, the following procedures will be performed:

 Questionnaires. Questionnaires completed during the Online screening and baseline 
data collection and Visit 1: In person will be completed again at Visit 2 and Visit 3.

 Spirometry and maximum bronchodilation. Procedures done at Visit 1: In person will 
be done again at Visit 2 and Visit 3. 

 Exhaled nitric oxide (ENO) test. Procedures done at Visit 1: In person will be done 
again at Visit 2 and Visit 3.

 Peak flow rate. Procedures done at Visit 1: In person will be done again at Visit 2 and 3. 
 Blood draw. We will draw about 23 milliliters or 4-5 teaspoons of blood at Visit 2 and 

Visit 3.
 In-home activity monitoring. Actiwatch will be worn and sleep diary filled out for 1 

week following Visit 2 and Visit 3. 

Visit 2 and 3: Remote. These visits will occur either over the phone or video conferencing. At 
each of these visits, the following procedures will be performed:

 Questionnaires. Questionnaires completed during the Online screening and baseline 
data collection and Visit 1: Remote will be completed again at Visit 2 and Visit 3.

 Peak flow rate. Procedures done at Visit 1: Remote will be done again at Visit 2 and 3. 
 In-home activity monitoring. Actiwatch will be worn and sleep diary filled out for 1 

week following Visit 2 and Visit 3. The actiwatch and self-addressed stamped envelope 
will be mailed to you prior to both Visit 2 and Visit 3. 

What are the possible risks, side effects, and discomforts of this research study?

Completing questionnaires and sleep diaries. You may feel uncomfortable while answering 
questions. If you feel uncomfortable, you may refuse to answer a question or questions.

Withdrawing asthma medications prior to spirometry. You will be asked to not use certain 
asthma medications prior to each in person visit for the purpose of lung function testing 
(spirometry). As a result, you may experience an increase in your asthma symptoms. If your 
asthma symptoms worsen or you are unable to hold your medications, you should take your 
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medication as needed and call the study staff.

Spirometry and maximum bronchodilation. You might have coughing, lightheadedness, or 
shortness of breath with spirometry. If this occurs and does not go away on its own, you may be 
given 2 puffs of an albuterol inhaler. 

Albuterol administration for maximum bronchodilation. You will get up to 8 puffs of 
albuterol for this test. This may make your heart race, make you feel jittery or nervous, can 
increase your blood pressure, cause nausea or headache. These feelings are temporary.

Exhaled nitric oxide (ENO) test. ENO is a breathing test with no known risks.

Peak flow rate. Peak expiratory flow rate measurement has no known risks. 

Blood draw. You may experience some pain or bruising where the needle enters the skin. You 
may also feel faint or sick to your stomach while having your blood drawn. This is a rare risk of 
infection where the needle enters the skin.

Actiwatch. There is a small risk that your skin may be irritated by the Actiwatch. This is very 
rare, but should it occur we will not expect you to continue wearing the watch.

There are no known risks associated with the Home Sleep Apnea Testing.

Internet Cognitive-Behavioral Intervention for Insomnia (CBTI). You may experience short-
term sleepiness, concentration and attention deficits, irritability, and other mood changes 
potentially associated with CBTI. We ask that you exercise caution when driving and operating 
machinery during the first few weeks of CBTI, when you may be adjusting to changes in your 
sleep/wake schedule. Please contact study staff with any concerns. This intervention does not 
provide human support, meaning that you will not talk with a person about the intervention. As a 
result you may encounter technical difficulties and experience frustration. You may request 
technical support if needed, but not additional help with the insomnia intervention itself. Because 
internet-delivered programs do not have the ability to be as flexible or tailored as a clinician 
might be, it is possible that you may not follow the intervention as accurately and thoroughly as 
if you were working with a clinician. 

There is a risk of possible breach of confidentiality with participation in this research study 
which is rare (occurring in less than 1% of people). Although every reasonable effort has been 
taken, confidentiality during Internet communication activities and use of the CBTI website 
cannot be guaranteed and it is possible that additional information beyond that collected for 
research purposes may be captured and used by others not associated with this study. We will 
reduce this risk by using computer systems that are protected by the University of Pittsburgh 
and UPMC; that require passwords; and that are accessible only to members of the research 
team. If you opt to receive appointment reminders by text message, it is possible the text 
messages could be intercepted and used by others not associated with this study because they 
are not encrypted or secure during their transmission.

Study staff will create your registration account for the Internet CBTI intervention using 
anonymous information (name, home address, telephone number and email address). We will 
use a University of Pittsburgh email address to create your account and set it up so that emails 
from the Internet CBTI intervention will be forwarded to your private email account. Although the 
company running the Internet CBTI intervention will not have identifiable registration 
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information, they will have access to any personally identifiable information you may submit to 
the website during the intervention. This information will be stored on the company’s computer 
networks and will only be used if necessary for the operation and maintenance of the website, to 
comply with legal requirements, or protect an individual’s personal safety in an emergency 
situation. We suggest that you read the Privacy Policy on the CBTI intervention website prior to 
starting the Internet CBTI intervention.

If I agree to take part in this research study, will I be told of any new risks that may be 
found during the course of the study?
You will be promptly notified if, during the conduct of this research study, any new information 
develops which may cause you to change your mind about continuing to participate.

What are possible benefits from taking part in this study?
There is no guarantee that you will benefit from taking part in this research study. Although it is 
possible that you may experience some relief of symptoms from insomnia.

What treatment or procedures are available if I decide not to take part in this research 
study?
If you chose not to take part in this study, alternative interventions for insomnia are available 
including medications and face-to-face cognitive-behavioral intervention for insomnia. You are 
encouraged to discuss these alternative interventions with your physician. Additionally, the 
Internet CBTI program is available to you should you chose not to take part in this study; 
however you will need to pay for the subscription. 

Will I be paid if I take part in this research study?
You will be paid for your participation. The amount you receive depends on which parts of the 
study you complete. If you qualify for the study after screening and complete the study visits 
outlined in this consent form, you will be paid up to $285 in the form of a reloadable debit card. 
Since you are being compensated for your participation in this study, your name, address, and 
social security number will be released to the Accounting Office. If the total reimbursement for 
your participation in research is greater than $600 in a year, this will be reported to the Internal 
Revenue Service (IRS) as income.

PAYMENT SCHEDULE
Amount of payment

Ineligible at Visit 1 or Visit 1a $5.00

Eligible for study Amount of payment
Visit 1:   Following baseline data collection $10.00
Visit 1a: Following baseline procedures $15.00
Visit 1a: Upon return of Actiwatch $25.00
Visit 2: Following procedures done in person or remote $37.50
Visit 2: Upon return of Actiwatch $37.50
Visit 3: Following procedures done in person or remote $62.50
Visit 3: Upon return of Actiwatch $62.50
Follow-up phone calls or emails (total of 7) $5.00 per call or email (up to $35)

Additionally, you will receive up to $7.00 at each research visit at the University of Pittsburgh 
Asthma Institute (Visit 1a, Visit 2, Visit 3) to cover the cost of parking or bus fare. 
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Your data or specimens used in this research study may contribute to a new discovery or 
treatment.  In some instances, these discoveries or treatments may be of commercial value and 
may be sold, patented, or licensed by the investigators and the University of Pittsburgh for use 
in other research or the development of new products.  You will not retain any property rights 
nor will you share in any money that the investigators, the University of Pittsburgh, or their 
agents may realize.

Will my insurance provider or I be charged for the costs of any procedures performed as 
part of this research study?
Neither you, nor your insurance provider, will be charged for the costs of any of the procedures 
performed for the purpose of this research study. 

What if I am injured as a result of participating in this study?
If you believe that research procedures have resulted in an injury to you, immediately contact 
Dr. Luyster (see first page). Emergency medical treatment for injuries solely and directly related 
to your participation in this research study will be provided to you by the hospitals of UPMC. 
Your insurance provider may be billed for the costs of this emergency treatment, but none of 
those costs will be charged directly to you. If your research-related injury requires medical care 
beyond this emergency treatment, you will be responsible for the costs of this follow-up care. At 
this time, there is no plan for any additional financial compensation. You waive no legal rights by 
signing this consent.

Who will know about my participation in this research study?
Any information about you obtained from this research will be kept as confidential (private) as 
possible.  All records related to your involvement in this research study will be stored in a locked 
file cabinet or in a secure password protected database. Your identity on all records will be 
indicated by a case number (unique identifier) rather than by your name, and the information 
linking these case numbers with your identity will be kept separate from the research records. 
You will not be identified by name in any publication of the research results. 

Some of the blood samples collected will be stored in the Translational Research Core 
Laboratory at UPMC Montefiore Hospital, directed by Dr. Yingze Zhang, indefinitely.  Samples 
will be assigned a case number and the information linking the case number with your identity 
will be stored in a separate secure location. Samples will also be stored for future testing and to 
measure any chemical compounds, or cells produced in your body and present in your blood. 
Drs. Faith Luyster and Yingze Zhang will have complete oversight of all the samples collected, 
inclusive of the processing and storage for this study.  

Will this research study involve the use or disclosure of my identifiable medical 
information?
We are requesting your authorization or permission to review your medical records to determine 
whether you meet the conditions for participation in this study. We will obtain the following 
information: results from past bronchodilator or methacholine challenge tests and your blood 
results. No identifiable information from this research study will be placed into your medical 
records. This identifiable medical record information will be made available to members of the 
research team for an indefinite period of time. 

We will make every attempt to protect your privacy and the confidentiality of your records, as 
described in this document, but cannot guarantee the confidentiality of your research records, 
including information obtained from your medical records once your personal information is 
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disclosed to others outside UPMC or the University. This authorization is valid for an indefinite 
period of time. However, you can always withdraw your authorization to allow the research team 
to review your medical records by contacting Dr. Luyster. 

By signing this form I consent to participate in this research study and provide my authorization 
to share my medical records with the research team.

Who will have access to identifiable information related to my participation in this 
research study?
In addition to the investigators listed on the first page of this authorization (consent) form and 
their research staff, the following individuals will or may have access to identifiable information 
related to your participation in this research study: 

Authorized representatives of the University of Pittsburgh Research Conduct and Compliance 
Office, UPMC Asthma Institute, and the National Institutes of Health may review your 
identifiable research information (which may include your identifiable medical information) for 
the purpose of monitoring the appropriate conduct of this research study. 

To help us protect your privacy, we have obtained a Certificate of Confidentiality from the 
National Institutes of Health. The researchers can use this Certificate to legally refuse to 
disclose information that may identify you in any federal, state, or local civil, criminal, 
administrative, legislative, or other proceedings, for example, if there is a court subpoena. The 
researchers will use the Certificate to resist any demands for information that would identify you, 
except as explained below.

The Certificate cannot be used to resist a demand for information from personnel of the United 
States Government that is used for auditing or evaluation of federally‐funded projects or for 
information that must be disclosed in order to meet the requirements of the federal Food and 
Drug Administration (FDA).

You should understand that a Certificate of Confidentiality does not prevent you or a member of 
your family from voluntarily releasing information about yourself or your involvement in this 
research. If an insurer, employer, or other person obtains your written consent to receive 
research information, then the researchers may not use the Certificate to withhold that 
information.

The Certificate of Confidentiality will not be used to prevent disclosure to state or local 
authorities of child abuse and neglect, or harm to self or others.

A federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it 
illegal for health insurance companies, group health plans, and most employers to discriminate 
against you based on your genetic information. This law will protect you in the following ways:

• Health insurance companies and group health plans may not request your genetic 
information that we get from this research.
• Health insurance companies and group health plans may not use your genetic information 
that we get from this research when making decisions regarding your eligibility or 
premiums.
• Employers with 15 or more employees may not use your genetic information that we get 
from this research when making a decision to hire, promote, or fire you or when setting the 
terms of your employment. Be aware that this new federal law does not protect you against 
genetic discrimination by companies that sell life insurance, disability insurance, or long-
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term care insurance, nor does it protect you against genetic discrimination by all employers.

The investigators may continue to use and disclose, for the purposes described above, 
identifiable information related to your participation in this research study for a minimum of 
seven years after final reporting or publication of a project. 

Your research data may be shared with other investigators conducting research; this information 
will be shared without identifiable information. If blood samples are sent to secondary 
investigators not involved in this project, the samples will be de-identified and documented in a 
database for tracking purposes. No clinically relevant results will be returned to you. 

Will my medical provider have access to my medical information that results from my 
participation in this research study?
The results from the lung function tests, exhaled nitric oxide tests, and the questionnaire 
determining your asthma control will not be evaluated in real time. The results will not be sent to 
your medical provider, nor is this study intended to provide medical care or be a substitute for 
clinical care. 

Is my participation in this research study voluntary?
Your participation in this research study is completely voluntary. Whether or not you provide 
your consent for participation in this research study will have no effect on your current or future 
relationship with the University of Pittsburgh, nor your current or future medical care at a UPMC 
hospital or affiliated health care provider.

May I withdraw, at a future date, my consent for participation in this research study?
You may withdraw, at any time, your consent for participation in this research study.  Any 
identifiable research information recorded for, or resulting from, your participation in this 
research study prior to the date that you formally withdrew your consent may continue to be 
used and disclosed by the investigators. To formally withdraw your consent for participation in 
this research study, you should contact Dr. Luyster (412.624.7910).

Your decision to withdraw your consent for participation in this research study will have no effect 
on your current or future relationship with the University of Pittsburgh, nor your current or future 
medical care at a UPMC hospital or affiliated health care provider. 

If the investigators feel that you cannot complete the study requirements safely, they may 
withdraw you from the study. Also, you may be withdrawn from the study if you do not complete 
the required questionnaires, sleep diaries, or research visits. Some study participants may also 
be withdrawn if their insomnia becomes worse during the intervention, as judged by the 
questionnaires and sleep diaries turned in during weekly visits with study staff. Study 
participants who become pregnant during the course of the study will be withdrawn from the 
study.

Who should I contact if I have questions about the study?
If you have questions, concerns, or complaints about any aspect of this research study during 
the course of the study, please contact the Principal Investigator, Dr. Faith Luyster at 412-624-
7910. If you have any questions about your rights as a research subject or wish to talk to 
someone other the research team, please call the University of Pittsburgh Human Subjects 
Protection Advocate toll-free at 866-212-2668.
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Electronic Consent

After you have finished signing these documents a copy of the signed documents will be 
emailed to you and the study team. Although every reasonable effort will be taken, 
confidentiality during Internet communication activities cannot be guaranteed, and it is possible 
that information may be captured and used by others not associated with this study.

VOLUNTARY CONSENT

The above information has been explained to me and all of my current questions have 
been answered.  I understand that I am encouraged to ask questions about any aspect of this 
research study during the course of this study, and that such future questions will be answered 
by a qualified individual or by the investigator(s) listed on the first page of this consent document 
at the telephone number(s) given. I understand that I may always request that my questions, 
concerns or complaints be addressed by a listed investigator.  

I understand that I may contact the Human Subjects Protection Advocate of the IRB Office, 
University of Pittsburgh (1-866-212-2668) to discuss problems, concerns, and questions; obtain 
information; offer input; or discuss situations that have occurred during my participation.  

By signing this form, I consent to participate in this research study and provide my authorization 
to share my medical records with the research team. 
A copy of this consent form will be given to me.

___________________________      ____________________________        _____________
Participant’s Signature  Printed Name of Participant       Date

CERTIFICATION of INFORMED CONSENT
I certify that I have explained the nature and purpose of this research study to the above-named 
individual(s), and I have discussed the potential benefits and possible risks of study 
participation.  Any questions the individual(s) have about this study have been answered, and 
we will always be available to address future questions as they arise.”

___________________________________ ________________________
Printed Name of Person Obtaining Consent Role in Research Study

_________________________________ ____________
Signature of Person Obtaining Consent Date 


