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Continuing Review of Human Subjects Research

Introduction and Overview

The Code of Federal Regulations (45CFR46.109(e)) include specific regulations regarding the continuing review of ongoing research to ensure that the rights and welfare of human subjects are protected. 
All ongoing Level II and III research protocols must be periodically reviewed in accordance with federal regulations and this policy. 

· Full Board/Level III studies require continuing review at least annually. The IRB may assign a more frequent continuing review interval.  

· Expedited/Level II studies require continuing review at least every three years. The IRB may assign a more frequent continuing review interval.   

· Exempt/Level I studies do not require continuing review. 

Full Board Review/Level III

Studies that pose more than minimal risk (Level III studies) require continuing review at least annually. The review procedure must be performed by the Full Board process unless one of the following are met: 

· Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where expedited review categories two through eight do not apply, but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been associated (expedited review category 9). 

· The research is permanently closed to enrollment of new subjects, all subjects have completed all research-related interventions/interactions, and the research remains active only for long-term follow-up of subjects (expedited review category 8). 

· No subjects have been enrolled and no additional risks have been identified.    

Expedited Review/Level II

Studies that pose no more than minimal risk (Level II studies) require continuing review at least every three years and can be completed via an expedited procedure. Some studies may require continuing review to be conducted at an interval more frequent than three years, this includes, but is not limited to the following:

· The IRB or the IRB Chair determines that an adverse event demonstrates the need for additional IRB oversight.

· Other federal regulations apply (DOD, DOJ, or FDA regulations require annual review).

· The study is an NIH funded clinical trial. 

· A funder or contract require continuing review to be performed at an interval more frequent than every three years. 

· An IRB reviewer requests and justifies the need for more frequent continuing review. 

The expedited review procedure is conducted by the IRB Chair, Vice Chair, or an experienced IRB member as designated by the Chair.  

When continuing review is no longer required
Continuing review is no longer required and a study may be closed when all data are de-identified and all interactions/interventions with human research subjects have ceased. For data to be considered de-identified the code or key must be destroyed. 

Criteria for Continuing Approval 

Investigator Responsibilities

Research approved by the IRB may only continue for the approval period stated in the current IRB approval letter. The Continuing Review form and current informed consent document must be submitted for review two to six weeks prior to the study expiration date to allow the IRB adequate review time. 
IRB Responsibilities

The IRB must determine that all of the following requirements are satisfied (45 CFR 46.111) in order to approve a continuing review request: 

· Risks to subjects are minimized (i) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk; and (ii) whenever appropriate, by using procedures already being performed on subjects for diagnostic or treatment purposes.

· Risks are reasonable in relation to anticipated benefits, if any, and the importance of the knowledge that may reasonably be expected to result.

· Selection of subjects is equitable, taking into account the purposes of the research and the setting in which it is conducted.

· Informed consent will be sought from each prospective subject or the subject’s legally authorized representative in accordance with 45 CFR 46.116.

· Informed consent will be appropriately documented in accordance with 45 CFR 46.117.

· The research plan appropriately monitors the data collected to ensure safety of subjects.

· The subject’s privacy is appropriately protected and confidentiality of the subject’s data is maintained.

· Appropriate safeguards are included to protect the rights and welfare of subjects who are likely to be vulnerable to coercion or undue influence.

The IRB holds the right to verify these criteria independent of the Continuing Review form. 
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