CRC Title Use

required

Use of CRC title

Is any project FDA- .
required

regulated?

Does the MM staff member
perform study coordination
functions on projects?*

Is any project assessed to
have an IRB risk level of:
“minor increase over minimal
risk”, “moderate risk” or “high
risk”? Use of CRC title

optional

Is any project in the staff
member’s portfolio an
NIH-defined clinical trial?

Use of CRC title
required

YES Is any project FDA- Use of CRC title

regulated? required

Use of CRC title not
required or
recommended

Is any project assessed to
have an IRB risk level of:
“minor increase over minimal
risk”, “moderate risk” or “high
Use of CRC title risk”?

optional

Do job duties include >60%

effort involving participant
interaction?

Use of CRC title
NO optional

*Includes clinical coordinating personnel who oversee and
set direction of coordination activities and provide guidance
on functional execution of activities in any multi-site study.
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