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CONSENT/AUTHORIZATION FOR PARTICIPATION IN A RESEARCH STUDY

Site Principal Investigator: BRADLEY APPELHANS, PHD 
Department: Preventive Medicine
Address and Contact Information: 1700 W. Van Buren Street 

Suite 470
Chicago IL 60612 
Phone: (312) 942-3477
Email: Brad_Appelhans@rush.edu  

Protocol Title: Enhanced Lifestyles for Metabolic Syndrome (ELM)
Sponsor(s): William G. McGowan Charitable Fund

Sites: Rush University Medical Center, University of Colorado at 
Denver, Geisinger Health System, University of Missouri-
Kansas City, Rochester Institute of Technology

Version Date:                                         November 25, 2020

Name of Participant:  __________________________________________________________

Key Information:

You are being invited to take part in a research study. Research studies answer important 
questions that might help change or improve the way we do things in the future.

This consent form will give you knowledge about the study to help you decide whether you 
want to be in the study. Please read this form, and ask any questions you have, before agreeing 
to be in the study.

Details about the things we will do and what we will ask you to do are shown on this document. 
You will have time to think about everything before you agree to be in the study. 

The purpose of this study is to compare two lifestyle programs designed to reverse the 
metabolic syndrome (MetS), which is described later in the “Detailed Information” section. You 
will be asked to be in a lifestyle program designed to help people learn how to eat healthy, 
lower stress, and move more. 

If you agree to be in this study, you can plan to be in it for 2 years. You will be asked to 
complete 4 study visits to collect data. These visits may occur in person, on Zoom (a video 
platform) or on the telephone. These visits are not part of any program session. Each data 
collection visit will have 2 parts: Visit A and Visit B. Visit A will take about 2 hours. This visit may 
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be in person or on a Zoom video call. Visit B will be in person and will take about 30 minutes. 
The first study visit is to see if you are able to be in the study. If you join the study, then you will 
return for study visits at 6 months, 15 months, and 24 months. The in-person visits will be held 
at Rush University Medical Center in Preventive Medicine. Research staff will call you every 3 
months to ask you about your contact information and if you have been in the hospital or 
emergency room.

During these visits to collect data, you will complete a survey about your diet, stress and how 
active you are. We will measure your height, weight, size of your waist and your blood pressure. 
You will be given a lab order for a fasting blood sample. This means you cannot have any food 
or drink, except water for 12 hours before the blood sample is collected. You will wear a device 
around your waist for 7 days that will show how active you are. You will keep track of what you 
eat and make a plan for how you will be able to do the program.

After collecting the data, if you are still eligible to be in the study, you will be randomly assigned 
to one of two possible programs: the Self-Directed Program or the Group-Based Program. The 
Self-Directed Program requires you to read educational tip sheets and follow the instructions on 
your own; the tip sheets will be mailed/emailed to you. The Group-Based Program requires you 
to attend weekly group sessions for 3 months, biweekly group sessions for 3 months, and 
monthly sessions for 18 months. For a detailed list of study procedures, please see the “Study 
Activities” section of this consent form.

The risks associated with being in this study are low. There is a risk of loss of confidentiality if 
your medical information or your identity is obtained by someone other than study staff.  We 
will take precautions to protect your identity and any medical information provided to us. All 
the information that is collected about you will be stored in a secure database.  Your health 
information will be kept in a de-identified format. Only study staff will be given access to the 
portion of your data necessary to complete their job. Your identifying information will be 
deleted from the server ten years after the study is completed. Please do not share your 
medical information or social security numbers on any open forum or discussion boards.

Blood draw risk: You may feel pain or discomfort, and/or bleeding, and bruising at the site the 
needle enters the body, and in rare cases, fainting or infection as a result of blood draw. Blood 
will be drawn by a trained person and they will do everything to decrease any pain or 
discomfort you may feel.

Risk of having a reaction (allergy) to food served: Persons placed in the Group-Based 
Program will be asked to participate in cooking demonstrations. There will be a chance to 
taste many veggie dishes. If you have food allergies, you could have an allergic reaction to a 
food served during the session. To avoid having this reaction, we will ask you to list any foods 
you may react to or that you can’t eat (such as dairy products, eggs, or other foods). All 
cooking classes will have a list of foods and items, such as spices, used in the veggie dish. You 
will be asked at each session if you may react or are allergic to any of the items in the recipe.
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Risk of injury during physical activity: Persons placed in the Group-Based Program will be asked 
to do 20 minutes of movement or activity at the start of each session. You may feel some 
discomfort or get an injury while being active if you have not been active or moved a lot in a 
while. To lower this risk, you will be told to slowly start new activities, and to use warm-up and 
cool-down periods to lower the chance of getting hurt.

Benefit of Being in the Study
Being in this study may help you. Based on our use of these programs in people with similar 
conditions, the investigators think it may be helpful to people with your condition. However, no 
one can know if it will be helpful for you.

Other Options
There are other options to help you get healthy if you choose not to be in this study. You 
may choose another form of help or care for Mets without being in a study such as, joining 
a commercial weight loss or physical activity program. You may choose to do more physical 
activity, eat healthier foods, and lower your stress with the help of your doctor.

Detailed Information: Please review the rest of this document for details about 
the above topics and additional information you should know before making a 
decision about whether or not you will be in this study.

Why are you being invited to be in this study?
You are being asked to be in this study because you are at least 18 years of age. You are healthy 
with no history, symptoms, or signs of diabetes, heart or blood vessel disease or heart failure. 
Your tests suggest that you have metabolic syndrome. MetS includes at least three of the these: 
high blood sugar levels, high blood pressure, a large waistline, low levels of a healthy form of fat 
(HDL cholesterol), and high levels of a type of fat in the blood (triglycerides). MetS increases 
your risk of getting diabetes and heart failure. You have been asked to be in the study because 
you said you were interested in becoming healthier by making lifestyle changes and you are 
willing to test a lifestyle program. 

How many participants will take part in this study?
About 600 participants are planned to take part in this study in the nation. There will be about 
120 people from Rush. 

Study Activities

Before you start the study
You will attend a 60-90 minute information session held on Zoom or in person. During this 
session, you will meet the study team and learn more about the programs and research study. 
If you still want to be in the study, we will plan your first study screening visit.
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First Study Visit
Visit A 
Your first study visit will be conducted in person or by a Zoom video (or by phone if you prefer) 
and will take about 2 hours. This visit is to see if you are able to be in the study. At this time, the 
study staff will go over the consent form and answer any questions you may have. We will then 
ask you some screening questions about your medical history and other info about you such as 
your age, ethnicity, and schooling. You will be asked many questions about your intake of fruits, 
veggies, and beverages; eating practices; health risk factors, habits, stress, alcohol, smoking and 
substance use, and other health- related questions. The study staff will review all of your 
current medications.

Home Assignment
After Visit A, you will be mailed a device to wear around your waist that will show us your 
activity level, a food log, and a sheet to make a plan for how you will do the ELM tasks each day. 
The activity device is hooked to a belt that you wear just above your right hip, and can be worn 
over or under your clothes. You may be asked to complete a written log to track your usage of 
this device. It takes less than 1 minute to put on and take off each day. We ask you to wear this 
device because it measures your total activity level and your step count each day. It does not 
measure the type of activity, where it is done, or anything else. You will need to wear the 
activity device for 7 days in a row and at least 10 hours per day, write down the foods you eat 
in a food log, and fill out a short form about how you plan to eat more veggies and be more 
active, to be in the study. If you are not able to complete these tasks, you may not be able to 
be in the study.

Visit B
If you meet the Visit A screening needs, you will make an appointment for about one week later 
to meet in person at Rush to complete Visit B.  You will return the activity device when you 
come to this meeting. The research staff will check the device to make sure there are 7 
complete days of recorded activity. You will also return the completed food log, and your plan 
for eating more veggies and doing more activity. At this visit, the research staff will note that 
you have done these tasks. If you are not able to do the home tasks, you will have only one 
more chance to do it.  During this visit we will measure your weight, height, waist size and 
blood pressure.  We will collect a blood sample (about 2 tablespoons) from a vein in your arm. 
You cannot eat or drink, except water for 12-hours before this lab test. From your blood tests, 
we will learn about your blood sugar levels, and hemoglobin A1C (a test of long-term blood 
sugar control) and lipid levels (cholesterol). 

You may not be able to be in the study: If the results from Visit B show that you do not have 3 or 
more risk factors for metabolic syndrome or you are not able to do the home tasks then you 
will not be able to be in the study. The research staff will let you know by phone or in person if 
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you are not able to take part in the study. We will then arrange for you to get your lab results 
and we will give you $20 as a thank you for your time.

How do I get placed into a program?
After we know that you can be in in the study, a computer will be used to place you in one of 
two programs: either the Self-Directed Program or the Group-Based Program. This means you 
are placed by chance, like a flip of a coin or roll of a dice. In the Self- Directed Program you will 
be given tip sheets on how to improve your lifestyle; these tip sheets will be mailed or emailed 
to you. In the Group-Based Program you will go to group sessions once a week for 3 months, 
then every other week for 3 months, and then once a month for 18 months. We have no 
control over what group you will be in. By signing this consent form you are agreeing to be in 
either program that the computer selects for you.

Lifestyle Programs

Self-Directed Program
If you are in the Self-Directed Program, you will be given:

• Tips to help you with MetS problems. These tip sheets were made by groups that focus 
on health problems such as MetS and have been tested and shown to help people like 
you. Tip sheets are sent every month by mail or email based on what you prefer. These 
will also be posted on the ELM website so you can go there to get all of the info during 
the study.

• A Fitbit, which is another type of activity device that you wear to track your activity. The 
Fitbit is yours to keep.

• Use of the ELM website that has all tip sheets and other info about the study.
• Progress letters with lab results that will be sent to you and, if you agree, 

to your doctor after each ELM study visit.

You will attend a 1-hour in-person session with the Self-Directed Coordinator. During this 
session, s/he will show you how to access the ELM website and find program materials. S/he 
will give you a Fitbit device and help you connect it to the Fitbit app. The Fitbit is yours to keep; 
you will not need to give it back at the end of the study.

Group-Based Program
If you are in the Group-Based Program, you will be given:

• A 1-hour in-person private session with a group leader (dietitian or health psychologist), 
once before starting group sessions and again 6 months into the program.

• Help with your MetS in a 90-minute group session. These group sessions are held once a 
week for 3 months, then every other week for 3 months, and then once a month for 18 
months. For the first 6 months, sessions will include 20 minutes of some movement or 
activity, 20 minutes of nutrition info, and 50 minutes of talking as a group. In all, you will 
attend 37 group sessions over the 2-year period.
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• A Fitbit, which is another type of activity device that you wear to track your activity. The 
Fitbit is yours to keep.

• A lifestyle log to track the food you eat and ELM Leaves for at least 6 weeks.
• Use of the ELM website that has other information about the study.
• Progress letters with lab results that will be sent to you and, if you agree, to your doctor 

after each ELM study visit.
• Use of an online community group using the Fitbit and ELM website to provide social 

support to other group members.

You will attend a 1-hour in-person session with a group leader. At this time, s/he will help you 
in making your own goals, give you a Fitbit, give you information about the group-based 
sessions, and explain how to use the ELM website. 

As part of the Group-Based Program you will be given access to a web-based community group 
on Fitbit. An “ELM” group will be created for all to share their successes with others who are in 
the study. Being in the community group is your choice, provided for your help and its use is at 
your own risk. Rush does not control the content of the online program; has no control of what 
content is shown or not shown; does not have responsibility for any advice or information given 
and cannot promise the privacy of your data. 

You will also be able to join an ELM community group on the ELM Website using a discussion 
board. This website is available to you without any promise of any kind. Any contact on the 
discussion board is at your own risk and any views, thoughts, and opinions expressed belong 
solely to the discussion board author.

The Group-Based Program sessions will be filmed or audiotaped or have pictures taken only for 
research and training purposes. These video or audio files or photos will be viewed by the 
research team to provide feedback to the group leaders at each site. The videos will be saved 
on a secure server and will not be made public at any time. The videos will be deleted from the 
server ten years after the study is completed.

Data Collection
All study participants (no matter what program you are in) will be asked to attend 4 study visits 
during the 2-year trial. This includes the first screening visit and then follow-up visits at 6, 15, 
and 24 months. The first screening visit and the visits at 6, 15, and 24 months require you to 
come to the study site at least once.  Research staff will also call you every 3 months to review 
your contact info and ask if you have gone to the emergency room or been admitted to the 
hospital. Please see the table below that shows what will be done at the study visits.

ORA: 18092408-IRB01-CR02   Date IRB Approved: 2/15/2021   Expiration Date: 2/15/2022



Rush Template Version Date: 12/10/2018
Consent/Authorization Version Date: 11/25/2020 Page 7 of 15

Table of Study Activities

In-Person/Zoom Contacts Phone Contacts

 
Baseline 
Visit A

Baseline 
Visit B

Months 
6, 15, 24 
Visit A

Months 
6, 15, 24 
Visit B

Months 3, 9, 
12, 18, 21

obtain informed consent x     

collect demographic, health, 
dietary and lifestyle info x     

physical measurements* x x  

document medications  x  x  

fasting lab draw** x x

questionnaires*** x  x   

dispense accelerometer x   x   

participant to return 
accelerometer  x   x  

provide food log and logistical 
plan x

participant to return food log 
and logistical plan  x    

document adverse events x x 

payment of participant stipend    x x 

*Physical measurements to include: 
weight, height, waist circumference, respiration rate and 3 blood pressure measurements

**Labs include:
Fasting blood glucose, lipids, hemoglobin A1c

***Questionnaires include:
NCI All Day Screener Fruits and Vegetables
Behavioral Risk Factor Surveillance System – Beverage Items
Eating Competence
Five Facet Mindfulness Questionnaire
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Self-Report Habit Index
SF-36 Health Assessment
Social Support for Eating Habits Survey
Social Support and Exercise Survey
Perceived Stress Scale
Alcohol, Smoking and Substance Involvement Screening Test
Patient Health Questionnaire (PHQ-8)
Health Network Questionnaire

You will be given a Fitbit to track your activity and asked to wear it daily. You may have 
additional data collected. Data from your Fitbit may be transferred to Fitabase which is a tool 
that collects data from internet connected Fitbit devices allowing the study site and Research 
Coordinating Unit at Rush to see and analyze the data from your Fitbit. The purpose of the 
Fitabase data is to give you feedback on your activity to help you meet physical activity goals.

Additional Study Visit(s)
Additional study visits may be requested of you as a result of the COVID-19 pandemic effect 
on the study timeline. The ELM trial may decide to take a short pause to protect the health of 
participants and staff.  If this occurs, the staff will inform you of when an additional visit can be 
expected. If the request is to complete the full set of study activities then you will be 
reimbursed $40 for your time. If the request is to complete a subset of activities, such as your 
blood work and physical measures then you will receive $20 for your time. You will also always 
receive the lab results from your study visits.

What do you need to know about the collection of blood samples?
In this study, we will collect a blood sample (an amount of about 2 tablespoons) from a vein in 
your arm. We will collect this as a fasting sample meaning that you will not have eaten, but had 
only water in the 12 hours before the test. This will occur at your first visit and at the 6, 15, and 
24-month visits. These blood samples will be tested for blood sugar levels, hemoglobin A1C (a 
test of your blood sugar over time) and lipid levels (cholesterol) by Quest Laboratories. The 
blood draw will occur at Rush’s Department of Preventive Medicine Triangle Office Building, 
located at 1700 W. Van Buren Street, Suite 470.   

Do you want your lab results sent to your medical provider?
If you agree, we will send your lab results to your doctor after your first visit at 6-months, 15-
months, and 24-months. Please initial and date one of the following options:

_____    ________
Initials       Date

Yes, I agree to allow the ELM study to send my lab results to my medical 
provider.

_____    ________
Initials       Date

No, I do NOT agree to allow the ELM study to send my lab results to my 
medical  provider

Will your information or blood samples be used for more studies later?
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Information or blood samples collected from you for this study may be used for future research 
or shared with other researchers. If this happens, information that could show who you are will 
be removed before any information or blood samples are shared. Since there will be no 
information to let others know who you are, you will not be asked about letting us do this. 

Can we contact you about being in future studies?
If you agree, we may contact you after this study about being in future studies. Please initial 
and date one of the following options:

_______ _____________ Yes, I agree to be contacted about future research.
Initials Date

_______ _____________ No, I do NOT agree to be contacted about future research.
Initials Date

New Study Findings
During this study, you will be told about important findings (either good or bad), such as 
changes in the risks of being in the study, how the study is helping you or new choices to being 
in the study that might cause you to change your mind about being in the study. If new info is 
shared with you, you may be asked to sign a new consent form to still be in this study.

Will you receive your individual results from the study?
In general, activities done for research purposes do not give clinical info. We may learn things 
about you from this study that could be useful to your health or treatment. The lab results (e.g. 
cholesterol, blood glucose, HbA1c) and physical measures (e.g. weight, height, blood pressure, 
waist circumference) collected at study visits will be shared with you. If you agree, we will also 
share your lab results with your doctor. We ask that you talk about these results with your 
doctor. 

Can you leave or be removed from this study?
You have the right to leave this study at any time. 

The study staff and sponsor also have the right to stop you from being in this study even if you 
want to stay in, if:

• They think it is in your best interests;
• You do not follow the study tasks and plan;
• The study is cancelled for any reason.

What about confidentiality of your medical information?
This authorization is voluntary. Rush University Medical Center and its affiliates (“Rush”) will 
not withhold or refuse your treatment, payment, enrollment, or eligibility for benefits if you 
sign this authorization. You do not have to sign this authorization, but that means that you 
cannot be in the study or receive study-related treatment.
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By signing this document, you voluntarily authorize (give permission to) Dr. Brad Appelhans, his 
study team, and other Rush personnel involved with the conduct and review of this study 
(which may include off-site personnel) to use or disclose (release) health information that 
identifies you for the study described in this document.

During the study, Dr. Brad Appelhans and his study team will collect Protected Health 
Information (PHI) about you for the purposes of this research. PHI is your health information 
that includes your medical history and new information obtained as a result of this study. Some 
of this information will come from your medical record. The health information that Rush may 
use or disclose for this research includes:

• Information from your medical record related to the metabolic syndrome, results of 
physical measures taken by research assistants, and lab tests conducted at 4 time points 
during the study.  

Dr. Brad Appelhans and his study team may share your health information and the results of 
your study-related procedures and tests with people outside of Rush who assist with the 
conduct and review of this study. The persons who receive your health information may not be 
required by Federal privacy laws to protect it and may share your information with others 
without your permission, but only if permitted by the laws governing them. Your health 
information described above may be used or disclosed to:

• Collaborating Researchers (researchers that are performing the same study and are part 
of the study team) at the University of Colorado at Denver, the University of Missouri at 
Kansas City, Geisinger Clinic, and Rochester Institute of Technology;

• The study Sponsor, William G. McGowan Charitable Fund, and its representatives 
• A Data Safety Monitoring Board composed of scientists who monitor study progress and 

safety;
• Rush University Medical Center, Department of Preventive Medicine;
• Monitoring agencies such as the Food and Drug Administration (FDA), the National 

Institutes of Health.

While you participate in the study you will have access to your medical record, but Dr. Brad 
Appelhans is not required to release to your study information that is not part of your medical 
record. Rush is required by law to protect your health information, and study records that 
identify you will be kept confidential. The results of study tests/procedures performed as part 
of this study may become part of your medical record. Any study information in your medical 
record will be kept indefinitely. Your identity will not be revealed on any report, publication, or 
at scientific meetings. All video tapes and pictures of participants obtained for research will be 
kept on a secure network for ten years after the study is completed. . 

You have a right to inspect and copy the information to be disclosed with this authorization and 
you may obtain a copy of the information by contacting the office listed above.
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If you no longer want to be in the study and do not want your future health information to be 
used, you may change your mind and revoke (take back) this authorization at any time by 
writing to Dr. Brad Appelhans at Department of Preventive Medicine, 1700 W. Van Buren, Suite 
470, Chicago, Illinois 60612. If the authorization is revoked, you will no longer be allowed to 
participate in the study and previously authorized individuals/entities may still use or disclose 
health information that they have already obtained about you as necessary to maintain the 
integrity or reliability of the current study.

This authorization is valid for the entirety of this research study. It will expire upon your 
completion of the study or if you revoke (take back) the authorization.

If you withdraw from this study, the data already collected from you may not be removed from 
the study records. The study doctor and/or study team may ask you whether they can continue 
to collect follow-up data on you. If follow-up information will be requested, you will be asked to 
sign a separate consent form before this information can be collected.

Records of participation in this study will be maintained and kept confidential as required by 
law. All information collected from you will be de-identified using a random 8 digit number. 

The Rush Institutional Review Board (IRB) will have access to your files as they pertain to this 
research study. The IRB is a special committee that reviews new and ongoing human research 
studies to check that the rules and regulations are followed regarding the protection of the 
rights and welfare of human participants.

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. 

Certificate of Confidentiality
To help us protect you and the info we will be collecting from you, this study has gotten 
approval by the U.S. government. This means that researchers cannot be forced, even by courts 
or the police, to make known any info about you.

The does not stop you from making known, or agreeing in writing to allow study staff to make 
known, info about you. For example, if you would like an employer or insurer to know 
something about you that is documented in this study, you can write and sign a statement 
telling the study staff it is okay to give your employer or insurance company info. 

For the protection of your privacy, study staff may not make known or use any information, 
documents, or specimens that could let others know who you are in any civil, criminal, 
administrative, legislative, or other legal way, unless you say it is okay. Info, documents, or 
specimens protected by this may be made known to someone who is not connected with the 
research:
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(1) If there is a federal, state, or local law that requires release of information (such 
as to report child abuse or communicable diseases);

(2) if you consent to the release of info, including for your medical treatment;
(3) if it is used for other scientific research in a way that is allowed by the federal 

regulations that protect people in studies;
(4) for auditing or program evaluation by the government or funding agency if required by 

the United States. 

This does not prevent you from choosing to release info about yourself. If you want your 
research info released to an insurer, medical care provider, or any other person not connected 
with the research, you must give permission to the study staff to release it. Please contact the 
lead study person for more info on how to provide this consent.

What are the costs to be in this study?
Being a part of this study will not mean added costs for you. However, you will need to pay for 
the costs of your usual medical care outside of the study, including doctor visits and any tests 
you may do.

Will you be paid for taking part in this study?
You will be paid $40 for completing the first, 6-month, and 15-month study visits. You will be 
paid $60 for the 24-month visit. If you are unable to participate in the study for any reason, you 
will be paid $20 for your time. If you do not finish this study, you will be paid for the study visits 
you have completed. You will be paid after completing the second meeting (Visit B) for each 
study visit. We may need to collect your social security number or Taxpayer Identification 
Number (TIN) in order to pay you and for tax reporting purposes to the United States Internal 
Revenue Service (IRS). 

Being in this study may lead to new commercial products from which the Sponsor or others 
may gain a money benefit. No plans have been made to pay you for this.

What happens if I am injured or hurt during the study?
If you get ill or injured from being in the study, Rush University Medical Center will help you get 
medical treatment. You should let the study doctor know right away that you are sick or hurt. If 
you believe you have become ill or injured from this study, you should contact Dr. Brad 
Appelhans at telephone number (312) 942-3477. 

You or your health insurance plan will be billed. No money has been set aside to pay the costs 
of this medical care. Health insurance plans may or may not cover costs of study-related injury 
or illness. You should check with your insurance company before deciding to be in this study. 
Costs not covered by insurance could be a lot.

Rush University Medical Center has no program to help you pay if you get hurt from being in 
this study. By signing this form, you are not giving up any legal rights to seek compensation of 
injury.
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What other information should you know about?
Investigator Dual-Role
Your health care provider may be an investigator on this study, and as an investigator, is 
interested in both your clinical welfare and in the conduct of this study. Before entering this 
study or at any time during the study, you may ask for a second opinion about your care from a 
doctor who is not part of this study. You do not have to be in this study offered by your 
clinician. The decision to not participate will not affect your clinical care now or in the future.

Who can you contact for more information about this study?
Questions are encouraged. If you have further questions about this study, you may call Joselyn 
Williams, Project Director at (312) 563-8790 or email her at Joselyn_L_Williams@rush.edu. 

Who can you contact if you have concerns about your rights as a study participant?
Questions about the rights of research participants may be addressed to the Rush University 
Medical Center Office of Research Affairs at 1-800-876-0772.

What are your rights as a study participant?
Taking part in this study is voluntary. If you choose not to participate in this study or to leave 
the study at any time, your health care, benefits or relationship at Rush University Medical 
Center will not change or be affected.

If you choose to leave this study and you do not want any of your information to be used, you 
must inform Dr. Brad Appelhans in writing at the address on the first page. Dr. Appelhans may 
still use your information that was collected prior to your written notice.

COVID-19/SARS-CoV-2 Pandemic Safety Precautions

We want to discuss the ways that we are protecting you and others during the COVID-19 SARS-
CoV-2 pandemic.  The COVID-19 virus is spread from person-to-person, and close contact with 
other people increases the risk of exposure to the virus. The risk of exposure is less by wearing 
a mask and staying at least 6 feet away from others whenever possible. The risk of contracting 
the virus is also lowered by excellent hand hygiene, which means frequent handwashing with 
soap.  The ELM Trial is following recommendations from the State of Illinois, Cook County, the 
City of Chicago, and Rush University Medical Center to reduce the spread of COVID-19. 

How WE plan to help keep all of us safe

In general, the following measures will be taken for any in-person activities as a precaution for 
COVID-19:

• Participants will be screened for COVID-19 symptoms on the phone or by text in advance 
of each in-person visit.

• Participants and staff will be screened for symptoms, and their temperature will be taken, 
immediately before any in-person meeting.
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• Sanitizer or hand soap will be available and staff will encourage hand hygiene.
• Participants and staff will wear surgical masks provided by the trial at all times.
• Social distancing (6-foot separation) will be maintained with the exception of collecting 

physical measures.
• Participants will be encouraged to avoid touching their eyes, nose, or mouth.

How YOU can help keep all of us safe

For your safety and the safety of the staff, during ELM research activities, you agree to take 
precautions currently recommended by State and Local officials.

• You will attend an in-person meeting only if you are symptom free, such as no cough or 
fever.

• You will wash your hands or use alcohol-based hand sanitizer when you enter the 
building.

• You will follow the 6-foot social distancing precautions at all times, even when entering 
the building or using a rest room.

• You will always wear a mask over your mouth and nose.
• You will try not to touch your face, eyes, or mouth with your hands. If you do, you will 

immediately wash or sanitize your hands.
• You will take steps between meetings to minimize your exposure to COVID.
• If you, or a resident of your home, tests positive for the virus, you will immediately 

inform the research staff and, if possible, request a remote meeting.

Confidentiality 

If someone in the ELM study tests positive for COVID-19, public health authorities may contact 
the study site for contact tracing. At that time, we would be required to confirm that the person 
had attended a study visit. We would also be required to name other participants and staff that 
the person had been in contact during the study visit.

If such a report is required, the minimum information necessary will be provided. No other 
health details will be provided about your ELM participation. 

SIGNATURE BY THE PARTICIPANT:
I have read (or have had read to me) the contents of this consent form and have been told 
to ask questions. I have received answers to my questions. I give my consent to be in this 
study. I will receive a signed copy of this form for my records.

_________________________________ _______________________ __________________
Name of Participant Signature of Participant Date of Signature
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SIGNATURE BY THE INVESTIGATOR/INDIVIDUAL OBTAINING CONSENT:
I have read this form to the subject and/or the subject has read this form. An explanation of the 
research was given and questions from the subject were solicited and answered to the subject’s 
satisfaction. In my judgment, the subject has demonstrated comprehension of the information.

_______________________________________________________ __________________
Signature of Individual Obtaining Consent Date of Signature

SIGNATURE BY WITNESS/TRANSLATOR:
I observed the signing of this consent document and attest that, to the best of my knowledge, 
the person signing the consent form is the participant and the person signing the form has done 
so voluntarily.

_______________________________________________________
Name of Witness/Translator

_______________________________________________________ __________________
Signature of Witness/Translator Date of Signature
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