Chesapeake Research Review, Inc.
IRB Contact Flowchart

In order for us to provide services to you ‘eﬁ’%cienﬂy following initial site approval, as well as comply
with Federal Regulations, please be aware of the following:

Study Activity Action Required by Investigator/Site
Meodifications to the Protocol and/or ——] Submit to the IRB prior to implementing changes.
approved Informed Consent Form Camplete an IRB Medification Submission Form,
* New recruitment material or changes o || =~ - Submit to IRB prior to use., AudiuNisual’éds-

previously approved recruitment material should be submitted In final form after written

script approval is received,

Signed copy of the First Subject's s i Fax or mail a complete copy to IRB
Informed Consent Farm _ immediately

Continuing Review and Status Reports

. Submit completed reports by the due date listed

on tﬁe Continuing Review or Sfatué Form

Modifications to principai/sub-investigator , i Submit completed IRB submission form for
modifications, revised Appendix 1 with investigator's CV,
and the CVs of any additional research staff who will be
: : involved in obtaining informed consent

Status/change in study site information Inciude a

letter expiaining changes, if applicable

All Berious and Unexpected Adverse Submit to the iRB 1n writing at the time of the

——- s
Events (SAEs) which involve subjects event or upon receipt of Safety Report.
enrolled at your site ‘
- and
All Safety Reports
Unanticipated Problems B e o Submit to the IRB in writing at the time the
problem is discovered,
Protocol Termination ——- Submit completed IRB Termination Report {CRRI
form) at-the close of the study.
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