Updated 7.01.2020

ECU COVID-19 Human Subject Research
Risk Assessment Form

College
Department
Faculty Name

Study Title and IRB Number

OSHA has developed COVID-19 planning guidance to reduce the impact of the COVID-19 outbreak
conditions on businesses, workers, customers, and the public. OSHA has divided job tasks into four
risk exposure levels: very high, high, medium, and lower risk. In order to assess the ability to safely re-
start human subject research, we need to determine the most appropriate OSHA risk level for your
research protocol. This will help facilitate the safe involvement of study participants, research staff,
and students in your research.

Lower Exposure Risk: Research protocols that do not require contact with people known to be, or
suspected of being, infected with SARS-CoV-2 nor frequent close contact with (i.e., within 6 feet of)
the general public.

* Minimal contact with the study participants.

Medium Exposure Risk: Research protocols that require frequent and/or close contact with (i.e.,
within 6 feet of) people who may be infected with SARS-CoV-2, but who are not known or suspected
COVID-19 patients.
* Research participants in this risk group may have frequent contact with lab personnel where
maintaining 6 feet distance is not possible.
* Research protocols that require direct contact with study participants, such as placement of
wearable devices.

High Exposure Risk: Research protocols with high potential for exposure to known or suspected
sources of COVID-19 and/or potential high risk for transmission with people who may be infected
with SARS-CoV-2, but who are not known or suspected COVID-19 patients. Examples for this
category include:
* Research protocols that involve lab personnel exposed to known or suspected COVID-19
patients.
e Research personnel collecting or handling specimens from people who are not known or
suspected COVID-19 patients.

Very High Exposure Risk: Research protocols with high potential for exposure to known or suspected
sources of COVID-19 during specific laboratory procedures. Examples in this category include:

* Research personnel performing aerosol-generating procedures (e.g., intubation, cough
induction procedures, bronchoscopies, some dental procedures and exams, or invasive
specimen collection) on known or suspected COVID-19 patients.

e Research personnel collecting or handling specimens from known or suspected COVID-19
patients (e.g., manipulating cultures from known or suspected COVID-19 patients).



Updated 7.01.2020
Research Protocol Review

Assigned Risk Level: LOW

MEDIUM HIGH

VERY HIGH

Rationale for Risk Level Assignment:

In your rationale, provide a brief summary of your research protocol, detail frequency and type of contact
required with study participants in accordance with your research protocol, and indicate who your study

population is. Also, refer to the CDC guidelines for determining if your study population is considered
higher risk for severe illness :

Lab PI Name Signature Date
Department Chair Name Signature Date
Associate Dean for Research Name Signature Date

Facility Study Site Director Name Signature Date


https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-at-higher-risk.html
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