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Institutional Review Board (IRB)
GUIDELINES FOR IND/IDE SUBMISSIONS
1.  Overview
FDA regulations require sponsors and clinical investigators to determine whether an Investigational New Drug (IND)/Investigational Device Exemption (IDE) is necessary for a particular study. The purpose of this guidance is to assist Saint Louis University (SLU) investigators in knowing when to seek Food and Drug Administration (FDA) IND/IDE determinations for studies involving investigational drugs, biologics or medical devices, or investigational use of approved drugs, biologics or medical devices.  
2.  Drug and Biologics Studies
FDA IND regulations (21 CFR 312.2(a)) dictate which clinical investigations involving unapproved drugs and biologics, or unapproved uses of FDA approved drugs and biologics, require an IND from the FDA to proceed. The sponsor, or sponsor investigator of an investigator-initiated study (an individual who both initiates and conducts an investigation), must determine whether IND regulations apply to a planned clinical investigation or if the study qualifies for an IND exemption. 
The FDA has Guidance for Industry: Investigational New Drug Applications (INDs) — Determining Whether Human Research Studies Can Be Conducted Without an IND which represents FDA’s current thinking on this topic. SLU sponsor investigators can also refer to the Investigational Drugs Checklist to aid in making determinations.
The sponsor may contact the appropriate review division (i.e., for the therapeutic area being studied) in the FDA to determine whether IND regulations apply. Organizational charts listing the review divisions for the Center for Drug Evaluation and Research (CDER) and the Center for Biologics Evaluation and Research (CBER) and their phone numbers are available on FDA’s website.  
3.  Device Studies

FDA IDE regulations (21 CFR 812) dictate which clinical investigations involving unapproved devices, or unapproved uses of FDA approved devices, require an IDE from the FDA to proceed. The regulations describe three types of clinical device investigations: significant risk (SR), non-significant risk (NSR), and exempt studies. SR device studies must have an IDE application approved by FDA before they proceed, and they must follow all of the IDE requirements. NSR device studies must follow the abbreviated IDE requirements at 21 CFR 812.2(b) and, like exempt studies, do not require submission of an IDE application to FDA. 
The sponsor, or sponsor investigator of an investigator-initiated study (an individual who both initiates and conducts an investigation), is responsible for making the initial risk determination and presenting it to the IRB.  If the sponsor has determined that a device study is NSR, the IRB must review the sponsor’s assessment. If the IRB disagrees with the sponsor’s NSR assessment and decides the study is SR, the IRB will inform the clinical investigator who must inform the sponsor. 
SLU sponsor investigators can refer to the Investigational Device Checklist for assistance in making IDE determinations. Investigators who are unsure can also pursue a Pre-Submission with the FDA (Center for Devices and Radiological Health) to be certain. Information about FDA Pre-Submissions can be found in the guidance: Requests for Feedback on Medical Device Submissions: The Pre-Submission Program and Meetings with Food and Drug Administration Staff. Additional FDA guidance on Medical Devices can be found at: Frequently Asked Questions About Medical Devices and Information Sheet Guidance for IRBs, Clinical Investigators, and Sponsors - Significant Risk and Nonsignificant Risk Medical Device Studies. 
4. IRB Application Requirements and IRB Review 
Information regarding use of drugs/devices in clinical investigations must be provided in the appropriate sections of the IRB Applications. This includes the sponsor/investigator’s assessments of IND/IDE requirements. Investigators must also provide all relevant documentation as attachments to the IRB Application. For studies with an IND/IDE, this could include documentation from the FDA or a sponsor’s protocol with the IND/IDE number included. For NSR device studies, it includes the sponsor’s NSR assessment and supporting documentation. For studies justifying an exemption, it includes the necessary justification for the IRB’s consideration.  
Sponsored studies can be submitted with IND/IDE approvals in a pending status, but cannot be fully approved until the IND/IDE is in place. Investigator-initiated studies that require an IND/IDE should submit once the FDA has issued the IND/IDE or at least after the FDA has vetted the study design to minimize the possibility of substantive design changes after the IRB has reviewed the protocol.

Proposals to the SLU IRB involving clinical investigations of non-FDA approved articles, or investigational uses of FDA-approved articles, will be presumed to require an IND/IDE unless a letter from the FDA states that in IND/IDE is not required for the proposed study. The only exceptions to this are the following:

· The drug or device is approved by the FDA for the use (as listed in FDA approved packaging/labeling); or
· The device study is being submitted with NSR justification; or

· The IRB Application explicitly, and in detail, demonstrates to the IRB that the federal requirements for exemption are met.

5. Regulations and References
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21 CFR 812
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