What is the Institutional Review Board (IRB)?
The IRB is a committee whose purpose is to ensure that the rights and welfare of human subjects are protected in all medical, behavioral, and social sciences research. 
In accordance with Federal and State regulations governing research, an IRB must review and approve research involving human subjects prior to its initiation. The IRB is responsible for determining whether proposed research exposes subjects to unreasonable or unnecessary risk, to review the informed consent form (ICF) and consent process, and to monitor the progress of research. 
In its deliberations, the IRB will use the ethical principles as detailed in the Belmont Report (1979) to make its determination.

While the responsibility for protecting human subjects includes the protection of their confidential information, the IRB’s role in protecting privacy has been expanded by the implementation of the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule on April 14, 2003. The HIPAA Privacy Rule contains specific restrictions on the use and disclosure of protected health information (PHI) for research purposes. Cambridge Health Alliance (CHA) designated the IRB as the Privacy Board responsible for the implementation of the HIPAA Privacy Rule as it relates to human research activities. Researchers are reminded that they must also comply with the HIPAA Security Rule; additional related information is available on Staffnet. 
The CHA Federalwide Assurance (FWA) issued by the Department of Health and Human Services (DHHS) attests to the fact that CHA will follow regulations and procedures to assure the protection of all human research participants. The FWA applies to all research conducted by CHA personnel and affiliates of CHA that involves human subjects, regardless of the source of funding or support. 
Before a research project involving human participants may be initiated, it must first be reviewed and approved by the IRB. The research team is to conduct the study in accordance with the CHA IRB policies and procedures, which are consistent with Federal and State regulations governing research. This includes all research involving human subjects, including, but not limited to investigational drug studies, diagnostic studies (invasive or non-invasive), in vitro studies utilizing clinical specimens, collection of discarded tissue, retrospective or prospective medical record reviews, surveys, and behavioral studies. 

Research involving the use of existing data must also be reviewed and approved by the IRB prior to the initiation of the protocol. This is commonly referred to as a retrospective study, and while there are no clinical procedures involved, the use of data previously collected from humans is considered research and must be approved by the IRB prior to the data analysis. 

The IRB Chair or designee has the authority to act on behalf of the convened IRB when immediate action is required prior to a convened IRB meeting to protect the rights and welfare of human subjects. The Chair or designee, in conjunction with Institutional Official (if necessary) has the authority to evaluate and provide a resolution for emergent issues related to human subject protections that are not covered by these policies.  Any such action will be brought to the attention of the convened IRB at the next meeting. The IRB also has the authority to create or amend policies and procedures, as necessary, to ensure the protection of human research participants. 
What are the IRB’s responsibilities?
The IRB has the authority to:

· Approve, require modifications to secure approval of, defer action on, or disapprove research protocols involving human subjects;
· Approve, require modifications to secure approval, or disapprove procedures for the use and disclosure of protected health information, including proposals for subject authorization, waiver of authorization, safeguards for privacy, etc.
· Require progress reports from investigators; 
· Oversee the conduct of research involving humans; 
· Suspend or terminate approval of a study; 
· Place restrictions on a study to ensure subject safety and welfare; and 
· Conduct reviews and inquiries regarding research activities, as needed, to obtain information necessary for the fulfillment of their responsibilities under institutional 
assurances. 


The IRB must approve the research protocol and ICF to be used to obtain informed consent and authorization to use and disclose PHI of subjects prior to the initiation of the research, including subject enrollment. The decision of the IRB to disapprove a research protocol cannot be overruled by any other institutional body or individual(s).

The IRB is responsible for:

· Conducting initial and continuing review of all research protocols under its purview; 
· Reporting, in writing, findings and actions of the IRB to the investigator and the institution; 
· Determining which studies require review more often than annually; 
· Determining which studies need verification from sources other than the investigators that no material changes have occurred since previous IRB review; 
· Ensuring prompt reporting to the convened IRB of changes in research activities; 
· Ensuring that changes in approved research are not initiated without IRB review and approval, except where necessary to eliminate apparent immediate hazards (45 CFR 46.103(b)(4)); 
· Ensuring prompt reporting to the convened IRB, appropriate institutional officials, OHRP and the FDA of: (1) unanticipated problems involving risks to subjects or others, (2) serious or continuing noncompliance with regulations governing research involving human subjects or the requirements of the IRB; and (3) suspension or termination of IRB approval; and 
· Determining which device studies pose significant vs. non-significant risk, according to guidance provided by the FDA.
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