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IRB conducts a substantive and meaningful continuing review of non-exempt human subjects research at intervals appropriate to the degree of risk, but not less than once per year, in accord with applicable federal regulations (45 CFR 46.111 and 21 CFR 56.111 or 38 CFR 16.111), International Conference on Harmonization – Good Clinical Practice (ICH-GCP) Guidelines, state and local laws and regulations, and institutional policies. The procedures below describe the continuing review process.

1.
Sponsored Research Staff Responsibilities:

1.1
Sends the Research Report Form (RRF) to the PI at approximately eight and four weeks before the IRB approval period expires.  

1.2
Verifies the completed RRF was correctly submitted for the appropriate category for review.
a.
Continuing review may be conducted via Expedited review process if it meets one of the following criteria:
i.
research met the criteria for initial Expedited review and continues to meet one of the Expedited Review Categories (1-7).
ii. 
Research which was previously reviewed by the convened IRB but currently meets the Expedited Review Categories 8 or 9.
1.3
Requests additional information or materials from the PI if the application is incomplete.  

1.4
Screens for Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule concerns.  If patient privacy issues arise, the IRB Administrator reviews for compliance, in accord with the appropriate institutional policy. (See LLU’s Researcher’s Guide to HIPAA).
1.5
Assigns IRB members to serve as reviewers for continuation request, in accord with Sponsored Research Assignment of IRB Reviewers SOP.
1.6
Distributes review materials appropriate to the category of review.

a.
For expedited review – submits extension requests, results of administrative screening, and accompanying materials to the IRB Chair/designee for final review and approval.

b.
For convened board reviews

Each assigned reviewer receives the following:  a completed RRF with requested attachments and the Continuing Review Checklist.

All other IRB members receive materials including, but not limited to: The Outline of Research Reports.
1.7
Contacts ad hoc consultants, when appropriate, to review issues for which the IRB does not have the appropriate expertise, as outlined in the Initial Full Board Review SOP.  
1.8
Sends the PI the IRB’s decision, either as an approval notice or an Interim Report of IRB Action detailing requested changes or clarifications.  

1.9
Maintains status records for each protocol in an electronic database.

1.10
Reports results of expedited continuing review to IRB members on the Summary of Administrative Actions.
2.
Principal Investigator (PI) Responsibilities:

2.1
Obtains the Research Report Form (RRF) 
a.
As a mailing received from Sponsored Research
b.
From http://research.llu.edu (with his/her log-in name and password)

c.
Requests a copy from Sponsored Research
2.2
Completes the RRF according to the printed instructions.  This includes verifying that the summary of change requests and unanticipated problems are current and complete.  Additional items may be submitted as a supplement.

2.3
Submits materials for continuing review in a timely manner to allow for IRB review prior to expiration of the current approval period.

2.4
Responds to the IRB’s action either of two ways:

a.
Interim Report (specifying the decision and recommended changes): the PI either submits a written response to recommended changes, or a justification for requesting to alter the IRB’s decision.
b.
Approval Notice: the PI continues research activities.  

3.
Institutional Review Board (IRB) Member Responsibilities – Convened Board Continuing Review:

3.1
Assesses the continuing review materials, as summarized in the Outline of Research Reports, using applicable criteria for approval. 

NOTE:  The complete IRB protocol record is available to all IRB members prior to and, if requested, during the convened meeting.  

3.2
Considers the primary reviewer’s recommendations involving items that do not meet federal criteria for approval, controverted issues, and questions requiring additional information.  

NOTE:  If a primary reviewer is unable to attend the meeting, his/her comments or recommendations are provided in writing for presentation to the IRB by the secondary reviewer or IRB Chair at the convened meeting. 

3.3
Continuing reviews scheduled for convened board review are individually considered for approval.  All IRB members are afforded the opportunity to discuss each research protocol during the convened meeting.    

3.4
Discuss and document in the minutes and protocol file any federally mandated Specific Findings that were not previously addressed by the IRB.  

3.5
Vote on the outcome of the continuing approval using the criteria defined in the Conduct of IRB Meetings SOP. 

4.
Institutional Review Board (IRB) Member Responsibilities – Expedited Continuing Review:
The IRB Chair or designee serves as the reviewer for protocols qualifying under the expedited categories and applies the same criteria for approval as outlined above for full board review.
4.1
Evaluates the RRF with submitted materials and makes any determinations pertaining to federally mandated Specific Findings (guidance in progress) that were not previously addressed by the IRB. 
4.2
Raises controverted issues s/he determines do not meet federal criteria, 
4.3
Requests additional information from the PI for clarification, as needed, and documents issues discussed with the PI.  
NOTE:  Sponsored Research Staff may also serve as an intermediary.
4.4
The expedited reviewer exercises all the authority of the IRB except s/he may not disapprove the continuing review.  Only the convened board may disapprove the continuing review at a convened meeting.  
4.5
Confirms whether the initial determination that the protocol met the criteria for expedited review has not been altered by submitted changes.  Refer to convened board if necessary.    

1.1 Definitions

· IRB Chair Designee:  one or more experienced reviewers from among the IRB voting membership, including regular and alternate members.
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