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

Participant Information Sheet: COVID-19 Information and Instructions for In-Person Study Visits
Investigators must have an IRB approved plan to inform research participants of what to expect before the in-person research visit such as procedures for completing the WSU Guest Campus Screener, and any masking guidelines based on the WSU policy and any other applicable department policy. 
This Information Sheet is to be used to provide research participants with the necessary information to prepare for an in-person site visit. 

INSTRUCTIONS FOR FORM:

· This form is template, please modify as needed based on all applicable institutional and departmental COVID-19 policies.
· 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.
NOTE:  No letterhead or logos are allowed
Participant Information Sheet
COVID-19 Information & Instructions for In-Person Study Visits
Title of Study: [insert the full name of the study]
Principal Investigator (PI):

[Name]






[Department]






[Phone]

This information is being provided to you because you have agreed to be a participant in a research study that involves in-person study visits. Please carefully review this information about the precautions being taken to reduce the risk of contracting COVID-19 during your in-person study visit, and the steps you will need to take on the day of your scheduled study visit before you arrive. 
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. For information about COVID-19 and how to protect yourself, please review the addendum at the end of this document.
What Wayne State University is doing to Protect Students, Employees and Guests from COVID-19:
 [Please modify this section if site visit will not occur at WSU to accurately reflect precautions the site is taking to protect individuals from COVID-19]
Before Wayne State University students and employees are permitted on Campus, they must be up to date on their COVID-19 and Flu vaccines (This includes COVID-19 boosters) and have passed the Campus Screener each day before arriving on campus. Additionally, masks are required in settings that are at a higher risk for exposure to COVID-19 where social distancing cannot be achieved such as classrooms and laboratories. 
All guests arriving on campus must also complete a Guest Campus Screener.
Before your 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.

 When study visits must be done in-person, you will be asked to take the following COVID-19 precautionary measures for each in-person study visit to protect yourself and others.
[If study visit will take place on WSU campus include the following instructions for participants to complete the WSU Guest Campus Screener]

· 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.

· 
You may ask the research staff to assist you with the completing the Guest Campus Screener.

· If your answers to the guest campus screener 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 to the guest campus screener 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.

· 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 [list any procedures that will be taken when participants arrive for their scheduled visit such as calling before coming into the facility, temperature checks at the door, or any other screening procedures]:
· 
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.
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.
[Remove this addendum if study visit is not taking place on WSU campus]
ADDENDUM: Guest Campus Screener
This is what you will see when you complete the guest campus screener on the day of your scheduled study visit before you arrive on campus:
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. 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 *[image: image4.wmf]


Purpose of campus visit *[image: image5.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: image6.wmf]A new fever (100.4 F or higher) or a sense of having a fever?

[image: image7.wmf]A new cough that you cannot attribute to another health condition?

[image: image8.wmf]New shortness of breath that you cannot attribute to another health condition?

[image: image9.wmf]A new sore throat that you cannot attribute to another health condition?

[image: image10.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: image11.wmf]New respiratory symptoms, such as sore throat, runny nose/nasal congestion or sneezing, that you cannot attribute to another health condition?

[image: image12.wmf]New chills or repeated shaking with chills that you cannot attribute to another health condition?

[image: image13.wmf]New loss of taste or smell that you cannot attribute to another health condition?

[image: image14.wmf]New headache that you cannot attribute to another health condition?

[image: image15.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 10 days with an individual with a confirmed or presumptive diagnosis of COVID-19? *
[image: image16.wmf]Yes

[image: image17.wmf]No

Have you traveled via airplane internationally in the last 10 days? *
[image: image18.wmf]Yes

[image: image19.wmf]No

Have you had a positive COVID-19 test in the past 5 days? *
[image: image20.wmf]Yes

[image: image21.wmf]No


[image: image22.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.



ADDENDUM: COVID-19 Information from the CDC (Centers for Disease Control and Prevention):
What is COVID-19 and how could it affect me?

· Coronavirus (COVID-19) is an illness caused by a virus than can spread quickly from person to person through droplets that you project out of your mouth or nose when you breathe, cough, sneeze or speak. It is very contagious and has quickly spread around the world. 
· Anyone infected with COVID-19 can spread it, even if they do NOT have symptoms. 

· COVID-19 most often causes respiratory symptoms that can feel much like a cold, a flu, or pneumonia.

· Most people with COVID-19 have mild symptoms, but some people become severely ill. 

· Older adults and people who have certain underlying medical conditions are at increased risk of severe illness from COVID-19. 

· Vaccines against COVID-19 are safe and effective. Vaccines teach our immune system to fight the virus that causes COVID-19. 

COVID-19 Vaccines: 

The best way to protect yourself from becoming severely ill from COVID-19 is by staying up to date on COVID-19 vaccines. Being vaccinated significantly lowers the risk of becoming very sick, getting hospitalized, or dying from COVID-19. The CDC recommends that everyone who is eligible get a booster and stay up to date on their COVID-19 vaccines, especially people with weakened immune systems. 

For the most current information about how to protect yourself and others from COVID-19 and the COVID-19 risk levels in your community visit this CDC website: https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/prevention.html 

�This is not on the guest campus screener


�These are instructions on the guest campus screener.


�Most of this is ruled out through the campus screener. 


�These questions are no longer in the campus screener.


�This is also no longer in the screener
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