Next Steps After a Study is Approved by the SIMHS IRB

Investigator receives correspondence that
study is approved by the IRB ©

Exemption concurrence studies:*

Expedited and fullboard approved studies:*

~

Only changes that would alter the
exemption or HIPAA criteria will need

Pl reports internal adverse
events and deviations

=

Pl submits Request for Revision form prior
to making changes to the study

further IRB review. Otherwise, no further
correspondence is necessary; Research
Close Out form not required.

*See approval correspondence to
determine if exemption concurrence
given, met expedited category or if
fullboard review conducted.
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All fullboard plus expedited studies
approved prior to 1/21/2019: PI

submits Continuing Review Report 2
months prior to study expiration date

IRB reviews all requests and
reports
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IRB sends correspondence to Investigator regarding T

each item received

Vv

IRB sends correspondence to
Investigator accepting closure

Pl submits annual (May) Significant
Financial Conflict of Interest Disclosure

Investigator submits required
Research Close Out form when study
is finished




