
Chart 9:  Can Continuing Review be Done by Expedited Procedures?

From Chart 8

Has the research been
previously reviewed and
approved by the IRB using
expedited procedures?

Have conditions changed to
make the research eligible for
expedited review under the
applicability criteria and
categories 1 through 7 on the
list of categories that may be
reviewed by expedited procedures
(Expedited Review Categories)
(e.g., research is within those
categories and experience
confirms research to be of no
greater than minimal risk)?

Category 8
---------

(a)  For this site:  Is the research
permanently closed to enrollment

of new subjects?
and

Have all subjects completed all
research-related interventions?

and
Does the research at this site

remain active only for long-term
follow-up of subjects?

(b)  Have no subjects been
enrolled at this site?

and
Have no additional risks been

identified anywhere?

 (‘c)  Are the remaining
research activities at this

site limited to data
analysis?

Category 9
---------

Is the research conducted under
an IND or IDE?  (FDA)

Have conditions changed such
that the research is no longer
eligible for expedited review
(e.g., protocol change, or
experience shows research to
be of greater than minimal
risk)?

Review is eligible for IRB
review through expedited
procedures.

Note:  ALL research involving
vulnerable populations must
receive full committee review
pursuant to FSU policy.

Go to Chart 12

Have any
additional risks
been identified
since IRB
reviewed at a
convened
meeting?

Has the IRB determined
and documented at a
convened meeting that the
research involves no
greater than minimal risk?
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