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Institutional Review Board
Standard Operating Procedures

DETERMINING WHETHER AN ACTIVITY IS HUMAN SUBJECTS RESEARCH AND WHETHER THE INSTITUTION IS ENGAGED IN HUMAN SUBJECTS RESEARCH
Any individual who is considering pursuing a project and is not sure if the activity falls under the jurisdiction of the IRB must contact the Institutional Review Board (IRB) Coordinator.  The individual interested in pursuing the research activity does not have the authority to make such determination.
The IRB Coordinator acts as a representative of the Research and Development (R&D) Office and is the primary person responsible for determining whether the activity is research and if so, whether the activity is research involving human subjects as well as whether the research activity is determined to engage the VANJHCS.  In the absence of the IRB Coordinator, these determinations can also be made by the following designee: IRB Chair, an IRB member designated by the IRB Chair, or a designee of the ACOS R&D.  
If there is doubt about the status of an activity, the Office of Research Oversight, the Office of Research and Development, and/or the National Center for Ethics in Health Care will be consulted for guidance.  (AAHRPP I.3.C)  
Determining whether an activity is human subjects research
New applications are screened by the R&D Office to determine whether the activity is research and if so, whether the activity is research involving human subjects per the Common Rule according to United States Food and Drug Administration (FDA) and United States Department of Health and Human Services (DHHS) definitions.  
The following information will be used to guide the review: 

a. The Office for Human Research Protections Human Subject Decision Charts (http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm);

b. The Common Rule requirements for the protection of human subjects in research; and 
c. VHA Handbook 1200.05 (Requirements for the Protection of Human Subjects in Research).  
For those cases requiring this determination, the form “Determining Whether a Proposed Activity is Research Involving Human Subjects According to FDA or DHHS Regulatory Definitions” will be completed, signed, and dated.    (AAHRPP I.3.C)  
a. If the proposed activity is determined to be non-exempt human subjects research, the original of the completed form will be filed with the initial submission. The investigator will be contacted about the determination and about whether any additional materials are to be submitted to prepare the submission for IRB review.

b. If the proposed activity is not determined to be human subjects research, the R&D Committee Coordinator or R&D Committee Chair is notified and the original of the completed form will be filed in the R&D Committee Coordinator’s office in a file designated for such determinations.  The investigator will be contacted about the determination and about whether any additional materials are to be submitted to prepare the submission for R&D Committee review.
c. If the proposed activity is not determined to be human subjects research and is determined to be within the reins of quality assurance or quality improvement or a case study, the original of the completed form will be filed in the IRB Coordinator’s office in a file designated for such determinations.  The R&D Committee and its subcommittees will not have the authority; however, the Director may impose restrictions on the activity.  The individual proposing to conduct the activity will be notified about the determination.

Determining whether the VANJHCS is considered “engaged” in human subjects research.

To be “engaged” in a particular non-exempt human subjects research, an individual with a VANJHCS appointment has the intent to obtain the following for the purposes of the research study:
a. Data about subjects of the research through intervention or interaction with them;
b. Identifiable private information about the subjects of the research; or
c. Informed consent of human subjects for the research.

If the VANJHCS is not determined to be engaged in human subjects research, 

a. The VANJHCS IRB does not need to approve the study; and

b. The VANJHCS research program (R&D Committee) has no jurisdiction over that study, except that the Director of the VANJHCS may determine that the study cannot be conducted on its premises.
There may be circumstances whereby an activity (apart from non-exempt human subjects research) is proposed and it is not clear whether the activity will engage the institution in research.  In these cases, the activity will be referred to the IRB Coordinator for a determination.
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