May continue
research
following
COVID-19

guidelines™***

Pause Research OR
Delay/Reschedule Visit & Contact NO
Sponsor

Study Team to
call & screen for
—— COVID-19& <«—YES
alert of visitor
restrictions™***

Negative
Screening

Positive
Screening

NO

Is research study essential?**

YES**

Approved to Continue?

If screening questions are positive, prepare to cancel & reschedule visit. Contact

sponsor & PI for guidance.

If Pl feels visit is necessary send request for guidance to:
COVID-19info@Iuriechildrens.org
smccolley@luriechildrens.org
lepstein@luriechildrens.org
canton@lIluriechildrens.org

NO

Human Subjects Research
COVID-19 Response
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Study requiring visit outside of
routine clinical care OR direct
participant interaction within clinical

care?

YES

PPE, labs, etc..)?

NO

Manne Research Institute
Leadership Review of IRB
Approved Study

Study Team
Member to
complete:
COVID-19 Clinical
and Behavioral
Research
Assessment

l

Research Conducted Entirely
Remotely (no direct participant

Research study requires
additional resources (personnel,

Pause Research OR

Delay/Reschedule Visit & Contact

Sponsor

contact, face-to-face, or in person
contact needed)?

NO—>

May continue
research activities
following COVID-19
guidelines***

YES——>

May continue
remote research
activities following
COVID-19
telecommunication
guidelines*

*Telecommunication Guidance k

| facility and community spread of COVID-19.

/
| **Essential research includes ongoing research that, if/

paused, would harm research participants. The risk of harm‘f
to participants must be balanced with the risk of health care\

***https://www.luriechildrens.org/en/for-healthcare- /

|

professionals/education/2019-novel-coronavirus-2019-ncov- k
fag-for-lurie-childrens-healthcare-providers/
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