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Institutional Review Board

Continuing Review Form for IRB Approved Studies
Instructions

Principal Investigator Responsibilities: 

·  It is the responsibility of the Principal Investigator to monitor the expiration dates of their approved studies to ensure that adequate time is allowed for submission, review and approval prior to the study’s expiration date.  
· The ORIC strongly recommends that those studies that require a full board review with an expiration date that falls on the same date as an IRB Meeting, submit the continuing review early so that it can be reviewed at a full board meeting that occurs prior to the study’s expiration date.  A submission being reviewed at a meeting that occurs on the expiration date of a study places the study at risk of expiration if contingencies are identified at the meeting, as there is no time to address them and obtain approval prior to the expiration date. 

· Submission of the continuing review application and attachments does not guarantee re-approval.  Continuing reviews must be submitted in a timely and appropriate manner to allow adequate time for review and resolution of any issues prior to the expiration date.  Unresolved issues may result in the expiration of the study requiring a complete resubmission before the study can continue.   If the approval expires, all work must cease until such time as the study can be re-approved.
Instructions:

· Complete the form as required: including the submission of any required related documents. 

· Submit the entire application, including related documents, in both electronic and one hard copy form. If both forms are not received, the submission will not be forwarded for review by the chair or full board until such items have been provided.

Provide the following supplemental documents if applicable:

· Consents/Assents: If a written consent is utilized, attach copies of previously approved, stamped English and any translated consent/assent forms.  If additional enrollment is expected, please provide clean copies for stamping. See the ORIC/IRB website for the document templates. http://www.childrensmrc.org/default.aspx?id=3545 
· Please attach copies of previously approved, stamped translated consent/assent forms.  If additional enrollment is expected, please provide clean copies for stamping if the translated versions do not have to be updated to meet any new template requirements.  If translated consents will be updated, do not submit clean versions at this time.  These must be submitted as an amendment along with a new attestation of translation.  The IRB will only approve the English versions with the continuing review.
· Current, Approved Research Plan and/or Complete Protocol
· Personnel Form with current certification expiration dates (updated to meet new format if necessary) 
· Advertisements, Surveys, Questionnaires, HIPAA Waiver Approvals, etc.

· Current CR Approval: PedCIRB, NU, HBHC (if CMH accepted approval as IRB of Record)
· FDA Audit or IND/IDE progress reports 

· Sponsor/CRO monitoring reports

· DSMB reports
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