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

Participant Information Sheet: COVID-19 Information

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:

· This form is template, please modify as needed.

· 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 spreads when an infected person breathes out droplets and very small particles that contain the virus. These droplets and particles can be breathed in by other people or land on their eyes, noses, or mouths. In some circumstances, these droplets and particles may contaminate surfaces they touch. People who are closer than 6 feet from the infected person are most likely to get infected.

COVID-19 is spread in three main ways:

· Breathing in air when close to an infected person who is exhaling small droplets and particles that contain the virus.

· Having these small droplets and particles that contain virus land on the eyes, nose, or mouth, especially through splashes and sprays like a cough or sneeze.

· Touching eyes, nose, or mouth with hands that have the virus on them.

DELTA Variant:

· The Delta variant is more contagious: The Delta variant is highly contagious, more than 2x as contagious as previous variants.

· Some data suggest the Delta variant might cause more severe illness than previous variants in unvaccinated people. 

· Unvaccinated people remain the greatest concern: The greatest risk of transmission is among unvaccinated people who are much more likely to get infected, and therefore transmit the virus. Fully vaccinated people get COVID-19 (known as breakthrough infections) less often than unvaccinated people. People infected with the Delta variant, including fully vaccinated people with symptomatic breakthrough infections, can transmit the virus to others. CDC is continuing to assess data on whether fully vaccinated people with asymptomatic breakthrough infections can transmit the virus.

· Fully vaccinated people with Delta variant breakthrough infections can spread the virus to others. However, vaccinated people appear to spread the virus for a shorter time: For prior variants, lower amounts of viral genetic material were found in samples taken from fully vaccinated people who had breakthrough infections than from unvaccinated people with COVID-19. For people infected with the Delta variant, similar amounts of viral genetic material have been found among both unvaccinated and fully vaccinated people. However, like prior variants, the amount of viral genetic material may go down faster in fully vaccinated people when compared to unvaccinated people. This means fully vaccinated people will likely spread the virus for less time than unvaccinated people.
· 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.

· Get Vaccinated:

· There are approved and authorized vaccines to protect against COVID-19. 

· Wear a Mask:

· If you are not fully vaccinated and aged 2 or older, you should wear a mask in indoor public places.

· People who have a condition or are taking medications that weaken their immune system may NOT be protected even if they are fully vaccinated. They should continue to take all precautions recommended for unvaccinated people, including wearing a well-fitted mask, until advised otherwise by their healthcare provider.

· Social Distancing:

· Inside your home: 
· Avoid close contact with people who are sick. 
· If possible, maintain 6 feet between the person who is sick and other household members.

· Outside your home: Put 6 feet of distance between yourself and people who don’t live in your household.

· Remember that some people without symptoms may be able to spread virus.

· Stay at least 6 feet (about 2 arm lengths) from other people.

· Keeping distance from others is especially important for people who are at higher risk of getting very sick.
· Wash your hands often:  
· 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:

· Before eating or preparing food

· Before touching your face

· After using the restroom

· After leaving a public place

· After blowing your nose, coughing, or sneezing

· After handling your mask

· After changing a diaper

· After caring for someone who is sick

· After touching animals or pets

· Avoid touching your eyes, nose, and mouth with unwashed hands.
· Cover coughs and sneezes

· Clean and disinfect:
· Clean high touch surfaces daily. This includes tables, doorknobs, light switches, countertops, handles, desks, phones, keyboards, toilets, faucets, and sinks.

· If someone is sick or has tested positive for COVID-19, disinfect frequently touched surfaces.  

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

Stay home. Most people with COVID-19 have mild illness and can recover at home without medical care. Do not leave your home, except to get medical care. Do not visit public areas.
· Take care of yourself. Get rest and stay hydrated. Take over-the-counter medicines, such as acetaminophen, to help you feel better.

· Stay in touch with your doctor. Call before you get medical care. Be sure to get care if you have trouble breathing, or have any other emergency warning signs, or if you think it is an emergency.

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

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

· Your risk for severe illness:
· Severe illness means that a person with COVID-19 may need: hospitalization, intensive care, a ventilator to help them breathe or they may even die.

· People at increased risk, and those who live or visit with them, need to take precautions to protect themselves from getting COVID-19.
· The CDC lists the following medical conditions in Adults that could make you more likely to become severely ill.

· Cancer: Having cancer can make you more likely to get severely ill from COVID-19. Treatments for many types of cancer can weaken your body’s ability to fight off disease.  At this time, based on available studies, having a history of cancer may increase your risk.

· Chronic kidney disease: Having chronic kidney disease of any stage can make you more likely to get severely ill from COVID-19.

· Chronic lung diseases: Having lung disease including COPD (chronic obstructive pulmonary disease), asthma (moderate-to-severe), interstitial lung disease, cystic fibrosis, and pulmonary hypertension can make you more likely to get severely ill from COVID-19. 

· Dementia or other neurological conditions: Having neurological conditions, such as dementia, can make you more likely to get severely ill from COVID-19.

· Diabetes (type 1 or type 2): Having either type 1 or type 2 diabetes can make you more likely to get severely ill from COVID-19.

· Down syndrome: Having Down syndrome can make you more likely to get severely ill from COVID-19.

· Heart conditions: Having heart conditions such as heart failure, coronary artery disease, cardiomyopathies, and possibly high blood pressure (hypertension) can make you more likely to get severely ill from COVID-19.

· HIV infection: Having HIV (Human Immunodeficiency Virus) can make you more likely to get severely ill from COVID-19.

· Immunocompromised state (weakened immune system:  Having a weakened immune system can make you more likely to get severely ill from COVID-19. Many conditions and treatments can cause a person to be immunocompromised or have a weakened immune system. Primary immunodeficiency is caused by genetic defects that can be inherited. Prolonged use of corticosteroids or other immune weakening medicines can lead to secondary or acquired immunodeficiency.

· Liver disease: Having chronic liver disease, such as alcohol-related liver disease, nonalcoholic fatty liver disease, and especially cirrhosis, or scarring of the liver, can make you more likely to get severely ill from COVID-19.

· Overweight and obesity: Overweight (defined as a body mass index (BMI) > 25 kg/m2 but < 30 kg/m2), obesity (BMI ≥30 kg/m2 but < 40 kg/m2), or severe obesity (BMI of ≥40 kg/m2), can make you more likely to get severely ill from COVID-19.  The risk of severe COVID-19 illness increases sharply with elevated BMI.

· Pregnancy: Pregnant and recently pregnant people (for at least 42 days following end of pregnancy) are more likely to get severely ill from COVID-19 compared with non-pregnant people.

· Sickle cell disease or thalassemia: Having hemoglobin blood disorders like sickle cell disease (SCD) or thalassemia can make you more likely to get severely ill from COVID-19.

· Smoking, current or former: Being a current or former cigarette smoker can make you more likely to get severely ill from COVID-19. If you currently smoke, quit. If you used to smoke, don’t start again. If you’ve never smoked, don’t start.

· Solid organ or blood stem cell transplant: Having had a solid organ or blood stem cell transplant, which includes bone marrow transplants, can make you more likely to get severely ill from COVID-19.

· Stroke or cerebrovascular disease, which affects blood flow to the brain: Having cerebrovascular disease, such as having a stroke, can make you more likely to get severely ill from COVID-19.

· Substance use disorders: Having a substance use disorder (such as alcohol, opioid, or cocaine use disorder) can make you more likely to get severely ill from COVID-19.

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.
· WSU Guest Campus Screener:

· All visitors including research participants must complete the WSU Guest Campus Screener on the day of the on-site visit and prior to arriving on campus to be permitted on campus.
· Please use this link to access the screener: https://forms.wayne.edu/guest-screening
· An example of the WSU Guest Campus Screener is attached as addendum to this form.

· Research participants who will be coming on WSU campus for a study visit must indicate that they are a research participant on the Guest Campus Screener.
· You may ask the research staff to assist you with the completing the Guest Campus Screener.

· Face Mask:

· Please wear a face mask to the study visit.
· 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:
· A new fever (100.4 F or higher) or a sense of having a fever?

· A new cough that you cannot attribute to another health condition?

· New shortness of breath that you cannot attribute to another health condition?

· A new sore throat that you cannot attribute to another health condition?

· New muscle aches that you cannot attribute to another health condition or that may have been caused by a specific activity, such as physical exercise?

· New respiratory symptoms, such as sore throat, runny nose/nasal congestion or sneezing, that you cannot attribute to another health condition?

· New chills or repeated shaking with chills that you cannot attribute to another health condition?

· New loss of taste or smell that you cannot attribute to another health condition?

· New headache that you cannot attribute to another health condition?

· New gastrointestinal symptoms, such as nausea, diarrhea or vomiting that you cannot attribute to another health condition?

· 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, especially if you are unvaccinated, 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.
ADDENDUM
EXAMPLE: GUEST CAMPUS SCREENER

Guest Campus Screener

In order to protect the health of our community, WSU requires health screening by all individuals who wish to be physically present on campus. 
Before coming to campus, you must first answer the questions below.

This form is valid only for today, Day, Date
Screening forms are valid only for the day they are requested.
c
You must complete a new form each day before you come to campus.

Top of Form

Fields with asterisks (*) are required.

First name *[image: image1.wmf]


Last name *[image: image2.wmf]


Email *[image: image3.wmf]


Contact phone number *
Purpose of campus visit *[image: image4.wmf]


In the past 48 hours, or since your last visit to a University facility, have you experienced any of the following symptoms? (please check all that apply)

[image: image5.wmf]A new fever (100.4 F or higher) or a sense of having a fever?

[image: image6.wmf]A new cough that you cannot attribute to another health condition?

[image: image7.wmf]New shortness of breath that you cannot attribute to another health condition?

[image: image8.wmf]A new sore throat that you cannot attribute to another health condition?

[image: image9.wmf]New muscle aches that you cannot attribute to another health condition or that may have been caused by a specific activity, such as physical exercise?

[image: image10.wmf]New respiratory symptoms, such as sore throat, runny nose/nasal congestion or sneezing, that you cannot attribute to another health condition?

[image: image11.wmf]New chills or repeated shaking with chills that you cannot attribute to another health condition?

[image: image12.wmf]New loss of taste or smell that you cannot attribute to another health condition?

[image: image13.wmf]New headache that you cannot attribute to another health condition?

[image: image14.wmf]New gastrointestinal symptoms, such as nausea, diarrhea or vomiting that you cannot attribute to another health condition?

Have you had close contact in the last 14 days with an individual with a confirmed or presumptive diagnosis of COVID-19? *
[image: image15.wmf]Yes

[image: image16.wmf]No

Have you traveled via airplane internationally in the last 14 days? *
[image: image17.wmf]Yes

[image: image18.wmf]No

Have you had a positive COVID-19 test in the past 10 days? *
[image: image19.wmf]Yes

[image: image20.wmf]No

Are you fully vaccinated (two weeks after your second dose of the Pfizer, Moderna, AstraZeneca, Sinopharm, Sinovac-CoronaVac or Covishield vaccine or two weeks after your single dose of the J&J vaccine)? *
[image: image21.wmf]Yes

[image: image22.wmf]No

Are you a participant in a WSU research study attending campus as part of that study? *
[image: image23.wmf]Yes

[image: image24.wmf]No

[image: image25.wmf]S

ubmit


Bottom of Form

Privacy notice: The information you provide when filling out this screener will be shared with certain people

· If your answers indicate that you CAN be physically present on campus, a message will be sent to the email you supplied stating that you are cleared to come to campus.

· If your answers indicate that you CANNOT be physically present on campus, your name and your answers will be provided to the Campus Health Center. A nurse practitioner will contact you to determine whether you are cleared to come to campus.

Questions or comments
For health related questions, contact the Campus Health Center at 313-577-5003. For general questions or comments, send a message to the campus restart committee.

Privacy and University Policies
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