Shortened title of study must appear at the top of every page after page 1

Participant Information Sheet: COVID-19 Information

At this time the, IRB is restricting all in-person research activities to research that has the potential to provide direct benefit to participants. 

Direct Benefit- when the participant is expected to receive benefit immediately themselves from participation in the clinical trial.

· This is not intended to mean indirect benefits that arises from participation such as a free physical exam, or long-term benefits to society.
For participants who are already enrolled in an active research protocol:
· Present this participant information sheet to enrolled participants prior to resuming in-person follow-up visits. 
· The participants will need to be re-consented using the detailed study-specific consent form or addendum as part of the ongoing consent process. 

For participants who have not yet enrolled in the study: 
· Present this participant information sheet to enrolled participants prior to consent with the IRB approved consent form. 
INSTRUCTIONS FOR FORM:

· Please follow italicized instructions listed in brackets and highlighted areas.

· Include the shortened title as a header and complete the information needed for the footer.

· Delete all instructions from the consent template when finished.

· Make sure that formatting is correct and delete all colored fonts and hanging headers.

· Only a size 12 font or larger may be used.
· Consent given to participant must be one sided only.

NOTE:  No letterhead or logos are allowed
Participant Information Sheet
COVID-19 Information

Title of Study: [insert the full name of the study]
Principal Investigator (PI):

[Name]






[Department]






[Phone]

COVID-19 Information from the CDC (Centers for Disease Control and Prevention):
· Coronavirus (COVID-19) is an illness caused by a virus than can spread from person to person.

· The virus that causes COVID-19 is new coronavirus that has spread throughout the world.

· COVID-19 symptoms can range from mild (or no symptoms) to severe illness.

· How COVID-19 is spread:
· COVID-19 is primarily spread from person to person. 

· You can become infected by coming into close contact (about 6 feet or two arms lengths) with a person who has COVID-19. 
· You can become infected from respiratory droplets when an infected person coughs, sneezes or talks.

· You may also be able to get it by touching a surface or object that has the virus on it, and then by touching your mouth, nose, or eyes.
· Protect yourself and others from COVID-19:
· The best way to protect illness is to avoid being exposed to the virus that causes COVID-19.

· Stay home as much as possible and avoid close contact with others.

· Wear a cloth face covering that covers your nose and mouth in public settings.

· Clean and disinfect frequently touched surfaces.

· Wash your hands often with soap and water for at least 20 seconds.

· If soap and water are not readily available, use alcohol-based hand sanitizer that contains at least 60% alcohol. Cover all surfaces of your hands and rub them together until they feel dry.

· Wash your hands especially after you have been in a public place, or after blowing your nose, coughing or sneezing.
· Avoid touching your eyes, nose, and mouth with unwashed hands.

· Prevent the spread of COVID-19 if you are sick:
· Stay home if you are sick except to get medical care.

· Avoid public transportation, ride-sharing, or taxis.

· Separate yourself from other people and pets in your home.

· There is no specific treatment for COVID-19, but you can seek medical care to relieve your symptoms.

· If you need medical attention, call ahead to your healthcare provider.

· Your risk for severe illness:
· Everyone is at risk of getting COVID-19.
· Older adults may be at a higher risk for more severe illness:

· People over 65 years and older

· People who live in a nursing home or long-term care facility

· People of any age who have serious underlying medical conditions may be at a higher risk for more severe illness:

· People with chronic lung disease or moderate to severe asthma

· People who have serious heart conditions

· People who are immunocompromised 

· Many conditions can cause a person to be immunocompromised, including cancer treatment, smoking, bone marrow or organ transplantation, immune deficiencies, poorly controlled HIV or AIDS, and prolonged use of corticosteroids and other immune weakening medications

· People with severe obesity (body mass index [BMI] of 40 or higher)

· People with diabetes

· People with chronic kidney disease undergoing dialysis

· People with liver disease

Study Visit(s): 
 [This is suggested language. Please modify this section as needed to describe any COVID-19 related procedures in relation to the study procedures(s)].
Whenever possible, the study visit(s) will be conducted remotely by phone call or video conference.

However, some study visits may require an in-person visit. If you decide to take part in the study, you will be asked to take the following COVID-19 precautionary measures for each in-person study visit.
· At Home Temperature Check: 
· Please check your temperature at home before leaving to come to the study visit.                   If you have a fever, please let the research team know and your study visit will be rescheduled. The study visit will be postponed until you are symptom-free for 14 days.  
· Please limit the number of companions attending the study visit with you. Please ask each companion to check their temperature at home before leaving to come to the study visit with you. If the companion has a fever, they should not accompany you to the study visit.
· Face Mask:
· Please wear a cloth face mask, regardless of symptoms, before leaving home.
· If needed, a face mask will be provided to you when you arrive at the research site.
· Upon Arrival at the Study Site:
· Once you arrive at the study site, we will:
· Take your temperature to make sure you do not have a fever.
· Ask you a number of questions about your health, including if you have experienced COVID-19 symptoms:
· cough or shortness of breath
· sore throat
· fever
· muscle aches
· headache
· new loss of taste or sense of smell
· repeated or shaking chills
· If you have any COVID-19 symptoms you will not be able to complete the study visit that day and we will request that you contact your healthcare provider, as soon as possible.
By taking part in-person study visits, you may be at increased risk of contracting COVID-19 even when all the precautionary measures, such as wearing masks, handwashing, and social distancing, are taken by yourself, your companions and the research team. 

If you are interested in participating in this research, you will be consented or re-consented [select correct option] using the detailed study-specific consent form during an in-person study visit. 

Questions
If you have any questions about this study now or in the future, you may contact [insert name of PI] or one of [his/her] research team members at the following phone number [insert telephone number]. If you have questions or concerns about your rights as a research participant, the Chair of the Institutional Review Board can be contacted at (313) 577-1628. If you are unable to contact the research staff, or if you want to talk to someone other than the research staff, you may also call the Wayne State Research Subject Advocate at (313) 577-1628 to discuss problems, obtain information, or offer input.
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