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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY

PRINCIPAL INVESTIGATOR:  Tiffany M. Powell-Wiley, M.D., MPH

STUDY TITLE: Tailoring Mobile Health Technology to Reduce Obesity and Improve 
Cardiovascular Health in Resource-Limited Neighborhood Environments: A Multi-Level, 
Community-Based Physical Activity Intervention

STUDY SITE: National Heart, Lung and Blood Institute

Cohort: Standard 

Consent Version:  08/13/2020

WHO DO YOU CONTACT ABOUT THIS STUDY? 

Tiffany M. Powell-Wiley MD, MPH Building 10-CRC, 5-3340 Phone:  301-594-3735; Email: 
tiffany.powell-wiley@nih.gov

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study.  

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family, friends, and 
personal health care providers. Taking part in research at the NIH is your choice.

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you 
must be taking part in a study or are being considered for a study. If you do choose to leave the 
study, please inform your study team to ensure a safe withdrawal from the research.  

WHY IS THIS STUDY BEING DONE?

Heart disease is a leading cause of death. Obesity, diabetes, and high blood pressure contribute to 
heart disease. Diet and physical activity (exercise) improve heart health. You can reduce your risk 
of heart disease by increasing the time you spend doing physical activity per day or the number of 
steps you get per day. The purpose of this research study is to find out if mobile health technology 
can increase physical activity. Examples of mobile health technology include a wrist-worn 
physical activity device and phone-based mobile applications or apps. We are studying African-
American women who are overweight or obese and at risk for diabetes. 
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Prior work has shown that mobile health technology may help improve the success of participants 
in an exercise study. This exercise study is being led in partnership with DC community leaders. 
There will be 3 parts to the study. The first part of the study will be a ‘run-in’ period and will 
involve:

a. filling out a survey about health beliefs and behaviors; 
b. a physical exam and blood testing; 
c. getting the wrist-worn device and mobile app to measure exercise; 
d. getting instructions on how to use the device and mobile app for keeping track of one’s 

own exercise; and, 
e. measurement of your exercise level for two weeks. 

The second part of the study will involve:

a. being randomized (like flipping a coin) to be a part of a treatment group with 
personalized (tailored) coaching or a standard group with basic coaching; 

b. based on the treatment group, you will receive education and motivational messaging to 
encourage more exercise using the device and mobile app for 3 months; and, 

c. a repeat of the survey, physical exam and blood testing at the end of 3 months. 

After the 3 months, you will continue in your treatment group for another 3 months if you have 
reached the exercise goal of 10,000 steps/day. It is okay if your exercise level gets above 10,000 
steps per day, but we want you to increase your steps per day well above your baseline level of 
exercise. Your exercise level is measured by the wrist-worn device. If you have not reached the 
goal, you will be randomized to another treatment group. This group will provide more tailored 
encouragement to increase exercise. 

The third part of the study will occur at the end of a second 3-month period or 6 months after first 
randomization. At the end of the study, you will undergo a repeat survey, physical exam, and blood 
testing. 

How many people will take part in this research study?

We hope to have 180 women take part in this study.

How long will you take part in this research study?

We ask that you stay with the study throughout the roughly six and one-half months that it will 
last.
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What procedures are involved in this research study?

Procedure Baseline 

(Initial Visit)

Two Weeks 3 months

(2nd Visit)

6 months 

(3rd Visit)

Blood collection
X X X

Research blood draw 
X X X X

Pregnancy test
X X X

Body size 
measurements

X X X

Surveys
X X X

‘Run-In’ period
X

Use of mobile health 
app and wrist-worn 
device

X X X

Clinical Nutrition 
Assessment

X X X

Physical activity 
monitoring

X X X X

Use of the wireless 
body weight scale, 
wireless blood pressure 
monitor, and/or 
wireless blood glucose 
monitor (OPTIONAL)

X X X

Initial Visit

We will ask you to come to the NIH Clinical Center. You will have blood testing, body size 
measurements and surveys. A member of the study team will teach you how to use the wrist-worn 
device and mobile app. 

‘Run- In’ Period

The run-in period will last for 2 weeks. We will collect information about your level of physical 
activity. We will use this information to determine if you are eligible to participate. You will also 
have testing after the run-in period. 
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Randomization

After the run-in period, you will be placed into groups by chance. You will receive personalized 
or standard remote coaching. The coaching will be provided via the mobile health app and wrist-
worn device. 

Standard remote coaching

The standard remote coaching group will receive mobile messages. The messages encourage 
exercise through the mobile app. The group will also receive information about the benefits of 
healthy and active lifestyle. 

Personalized remote coaching: Tailored to place 

In addition to the standard coaching messages, the personalized coaching group will receive 
information about exercise opportunities. The opportunities will be near your home, church, or 
worksite. The messages will be sent by the mobile app. The messages will be personalized for 
those randomized to this group. The messages will provide feedback on ways to do exercise in the 
areas you spend the most time and the type of exercise that you like to do. 

Face-to-Face Coaching

If you do not reach the exercise goal of 10,000 steps per day on average after 3 months, you may 
receive personalized, face-to-face coaching on ways to increase exercise. 

Increased Message Frequency

The exercise goal is 10,000 steps per day. If you do not reach this goal, you may receive more 
frequent messages. The messages through the mobile app will motivate you to increase your 
exercise.

NIH Clinical Center Visits

You should not eat anything after midnight the day before the tests, except for water for taking 
medications. You may have the following test(s):

Blood collection (blood cholesterol levels, pregnancy test, research blood and blood sugar 

levels)

We will take blood from a vein in your arm using a needle. The amount of blood drawn will be 
less than 100 ml (6 to 7 tablespoons) per outpatient visit. This volume of blood is less than one-
fourth the amount that is taken when blood is donated, e.g., through the Red Cross. This is 
considered a safe amount for adults according to NIH guidelines. 

If you are a woman of childbearing age and you are pregnant, you will not be eligible to 
participate in this study at this time.
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Questionnaires (Survey)

We will ask you to complete a survey about your medical history, weight management, body 
image, health perception and spirituality. The survey asks questions about walkable areas in your 
home neighborhood, around your worksite, and/or near your church. The survey asks about 
psychological/emotional factors, like social support or friends. These might affect your exercise 
and eating habits. We will ask you to complete a survey regarding the conditions in and around 
your neighborhood and the time you spend walking and sitting activity. We will ask you questions 
to find out if you have had coronavirus disease 2019 (COVID-19) because COVID-19 can affect 
some of the blood markers we will test.  We will also ask you questions about stress caused by the 
COVID-19 pandemic.  This stress can affect your exercise and eating habits.    

Instructions for use of a wrist-worn physical activity device and study mobile app: At the 
initial visit, you will be given a wrist-worn physical activity device. We will include instructions 
on how to use the device. The device will be worn as a wristband. It will record your levels of 
physical activity during the day and will record the number of hours you sleep each night. We will 
ask you to use this device for the entire 6 months of the study. We will teach you how to follow 
your physical activity levels on the study mobile app. You will receive assistance in downloading 
the study mobile app to your personal smartphone, instructions on the app’s functions, and 
instructions on how to receive messages and view educational content from the app. The mobile 
app will also let you keep track of your dietary intake (types and amounts of food you eat), types 
of physical activity (exercise) that you do, and heart health factors such as weight, heart rate, blood 
pressure, and blood sugar. We will check your use of the wrist-worn device and the mobile app 
for the duration of your participation in the study. After 6 months, the wrist-worn device will be 
yours to keep. 

Clinical Nutrition Assessment: You will meet with staff from the Clinical Center Nutrition 
department to complete a diet history questionnaire (DHQII) and/or a 24-hour dietary recall to 
check your regular food intake.  These numbers will be used to calculate a type of score called the 
DASH diet score. This score will help us to figure out how closely you are following the DASH 
diet after 3 and 6 months participating in the study.  

Instructions for use of wireless body weight scale, blood pressure cuff, and glucose monitor 

(OPTIONAL): At the initial visit, you will have the choice to receive a wireless body weight 
scale, a wireless blood pressure cuff, and a wireless glucose (sugar) monitor. You can use these 
devices to measure your body weight, blood pressure and blood glucose at home. The devices will 
routinely upload your body weight, blood pressure, and blood glucose levels to the mobile app for 
the study. You will be asked to use the devices at least weekly for the duration of the study. If you 
are willing to be in this part of the study, we will ask that you use these devices and join in the 3 
month and 6 month testing at the NIH Clinical Center. 
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What are the risks and discomforts of this research study?

Blood collection: There may be some physical discomfort when we collect your blood with a 
needle. There is a small chance that you will develop a bruise, feel lightheaded, faint, or develop 
an infection at the needle site.

Questionnaire: You may be a little frustrated with answering the questions.

Use of the wrist-worn physical activity device: The wrist-worn physical activity device is an 
item you can buy in a store. It is not painful to wear this device around the wrist. You may feel a 
little skin irritation or itching if the device is worn too tightly around the wrist. 

Are there any benefits to you if you take part in this research study?

You may benefit from joining in this study by having an exam of your heart health and by 
increasing your exercise level. This may assist in managing your blood pressure, blood sugar, 
cholesterol and body weight. You may find that you experience no benefit from your participation.

What other choices do you have?

You do not have to participate in this study if you do not want to. You may stop participating in 
this study at any time.  If you decide to stop participating, please contact the principal investigator, 
Dr. Powell-Wiley, to let her know and to arrange to return the wrist-worn physical activity device, 
wireless body weight scale, blood pressure cuff, and/or glucose monitor.

What are the reasons for discontinuing participation?

You will be taken off study for the following reasons:

 You have decided to stop participating in this study

 Your participation is no longer required in the study

 The Principal Investigator thinks that it is not in your best interest to continue your 
participation

Will your clinical and test results be shared with you?

We will provide you with clinical test results that we obtain.
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Will the results of this research study be shared with you?

We will tell you about our research results. However, it may not be ready for several months in 
order to compare all the results from the participants in the study as a whole. We will also announce 
the research results at each of the participating churches; however, no one would be able to identify 
you when the research results are presented. If the results of the study are published in a journal or 
presentation (e.g., abstract/poster/lecture), your identity will remain private and we will share the 
publication with you.

By agreeing to participate in this study, you do not give up any rights that you may have regarding 
access to and disclosure of your records. For further information on those rights, please contact 
Dr. Powell-Wiley.

COMPENSATION, REIMBURSEMENT, AND PAYMENT

Will you receive compensation for participation in the study?

Some NIH Clinical Center studies offer compensation for participation in research. The amount 
of compensation, if any, is guided by NIH policies and guidelines.

The following table describes the compensation for this study:

Description of tests or procedures *Compensation

Initial Visit $25 for visit

$25 for EKG

$50 for research blood draw (per draw)

TOTAL: $100

Completion of Run-in Period $25  

$50 for research blood draw

Second Visit $25 for visit

$25 for EKG

$50 for research blood draw 

TOTAL: $100

Third Visit $25 for visit

$25 for EKG
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Description of tests or procedures *Compensation

$50 for research blood draw 

TOTAL: $100

Use of wireless BP monitor for at least 30 
consecutive days (up to 25 participants)

$25  

Use of wireless scale for at least 30 consecutive 
days (up to 25 participants)

$25 

Use of wireless glucose monitor for at least 15 total 
days (up to 25 participants)

$25 

Completion of Study $25 

Potential Range of Compensation $25 - $475

If you are unable to finish the study, you will receive payment for the parts you completed.  

With few exceptions, study compensation is considered taxable income that is reportable to the 
Internal Review Service (IRS). A “Form 1099-Other Income” will be sent to you if your total 
payments for research participation are $600 or more in a calendar year. If you have unpaid debt 
to the federal government, please be aware that some or all of your compensation may be 
automatically reduced to repay that debt on your behalf.

NIH required language if travel, lodging and meals will not be provided:

This study does not offer reimbursement for, or payment of, travel, lodging or meals. 

Will taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 

CLINICAL TRIAL REGISTRATION AND RESULTS REPORTING

A description of this clinical trial will be available on http://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 PROTECTIONS PROVIDED IN THIS STUDY  

Some of your health information, and/or information about your results from this study will
be kept in a central database for research. Your name or contact information will not be put in

the database. Your  test results will be identified by a unique code and the list that links the code 
to your name will be kept separate from your sample and health information. Your information 
may be given out if required by law. For example, certain states require doctors to report to health 
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boards if they find a disease like tuberculosis. However, the researchers will do their best to make 
sure that any information that is released will not identify you.

Will any of your blood, tissue, other samples, or data be stored and used for research in the 

future?

We will obtain blood, heart-related and questionnaire data that will be stored. We will also include 
information in your medical record. Other information will be for research, publication, and 
teaching. Your name and other personal information will not be revealed. It will remain private. 
When we record your information, you will be identified by a code to link your test samples with 
your name and other personal information. The code will be stored in a secure password-protected 
database under the control of Dr. Powell-Wiley. The mobile app will collect data (number of steps, 
physical activity duration and intensity) from a third-party app associated with the wrist-worn 
physical activity device. The mobile app will not collect or store any additional information or data 
from your phone. The third-party app for wrist-worn physical activity monitor will transmit 
encrypted, secure data to the mobile phone app. The mobile phone app transmit encrypted secure 
data to a secure server for the research team to see. If we share or publish these data, your name or 
personal information will not be told to ensure your identity will be protected. We may contact 
you in the future about taking part in other studies to improve heart health in the community. 

JUST TO NOTE: You do not have to participate in future research studies with NIH. 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private.  However, we cannot guarantee total privacy.  Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include:

 The NIH and other government agencies, like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people.

 National Institutes of Health Intramural Institutional Review Board

 Your data may be shared with the George Washington University (GWU) investigators.

When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified.  In most cases, the NIH will not release any 
information about your research involvement without your written permission.  However, if you 
sign a release of information form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record.  This information might affect (either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance.

If we share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data. You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further, the information collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 
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Certificate of Confidentiality

To help us protect your privacy, the NIH Intramural Program has received a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances.  

NIH researchers must not share information that may identify you in any federal, state, or local 
civil, criminal, administrative, legislative, or other proceedings, for example, if requested by a 
court.  

The Certificate does not protect your information when it:  

1. is disclosed to people connected with the research, for example, information may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal, State, or local laws, for example, when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA); 

3. is for other research;
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research. 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including, for example, child abuse and neglect, and by signing below you consent to those 
disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Information Practices consent.

Privacy Act

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act.  In some cases, the Privacy Act 
protections differ from the Certificate of Confidentiality.  For example, sometimes the Privacy Act 
allows release of information from your medical record without your permission, for example, if 
it is requested by Congress. Information may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 
federal and state agencies, for HIV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit.  However, NIH will only release information from your medical record if it 
is permitted by both the Certificate of Confidentiality and the Privacy Act.

POLICY REGARDING RESEARCH-RELATED INJURIES  

The NIH Clinical Center will provide short-term medical care for any injury resulting from your 
participation in research here. In general, no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center, or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action.
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PROBLEMS OR QUESTIONS

If you have any problems or questions about this study, or about your rights as a research 
participant, or about any research-related injury, contact the Principal Investigator Tiffany M. 
Powell-Wiley, MD, Building 10, Room 5-3340, Telephone 301-594-3735. You may also call the 
NIH Clinical Center Patient Representative at 301-496-2626, or the NIH Office of IRB Operations 
at 301-402-3713, if you have a research-related complaint or concern.

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again.
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Adult Research Participant: I have read the explanation about this study and have been given the opportunity 
to discuss it and to ask questions. I consent to participate in this study.

Signature of Research Participant Print Name of Research Participant Date

Investigator:

Signature of Investigator Print Name of Investigator Date
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