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1.  PURPOSE:  To establish policies and procedures for establishing guidelines for ensuring an IND or IDE is obtained where required, and that verification of IND or IDE is submitted as part of a research study for review by UF IRB-01 and the VA R&D committee.
2.  BACKGROUND:  AAHRPP element I.5.A identifies the need for policies and procedures that describe how the organization decides whether an IND or IDE is required and in the affirmative case, policies and procedures that describe how the organization determines that a valid IND or IDE is present before approval of the research. .
3.  SCOPE:  The use of investigational drugs and devices at NF/SGVHS is closely monitored and subject to all applicable legal and regulatory requirements. Every investigator at NF/SGVHS must comply with the procedures outlined in this document in order to receive approval from the IRB and R&D Committee to begin their project.

4.  DEFINITIONS: 
· IND:   An investigational drug is a drug or biological drug that is used in a clinical investigation. The FDA considers the term "Investigational New Drug (IND)" synonymous with investigational drug. [21 CFR §312.3]. For purposes of VHA Handbook 1200.5, an Investigational Drug may be an approved drug that is being studied for an unapproved or approved use in a controlled, randomized or blinded clinical trial. [VHA Handbook 1200.5 3.k]. An Investigational New Drug (IND) used to refer to either an investigational new drug application or to a new drug that is used in clinical investigations. IND is synonymous with “Notice of Claimed Investigational Exemption for a New Drug.” [VHA Handbook 1200.5 3.m].

· IDE:  As defined by the FDA, an investigational device is a device that is the object of a clinical study designed to evaluate the safety or effectiveness of the device (21 CFR §812.3(g)). Investigational devices include transitional devices (21 CFR §812.3(r)) that are objects of investigations. However, for the purposes of VHA Handbook 1200.5, an investigational device may be an approved device that is being studied for an unapproved use or efficacy. [VHA Handbook 1200.5 3.j]. An investigational device exemption (IDE) allows the investigational device to be used in a clinical study in order to collect safety and effectiveness data required to support a Pre-market Approval (PMA) application or a Pre-market Notification [510(k)] submission to FDA. Clinical studies are most often conducted to support a PMA. Only a small percentage of 510(k)’s require clinical data to support the application. Investigational use also includes clinical evaluation of certain modifications or new intended uses of legally marketed devices. All clinical evaluations of investigational devices, unless exempt, must have an approved IDE before the study is initiated.
5.  RESPONSIBILITIES:  

Investigator Responsibilities:
The investigator must ensure that an IND or IDE has been obtained where appropriate. Documentation of the IND/IDE must be provided to UF IRB01 and NG/SG VHS Research Office with your study submission. In addition, the investigator must complete Addendum D (UF IRB-01 form) and if needed provide any supporting documentation for their responses. 

Reviewer Responsibilities: 
1. Verification of the IND or IDE will be completed based upon documentation provided by the investigator. 

Procedures:

1. All research studies that involve test articles that have not been licensed by the FDA must comply with FDA requirements for IND or IDE.

2. Research protocols that involved licensed test articles may also need to comply with FDA requirements for IND or IDE. 

3. Research protocols that require an IND or IDE must submit FDA Form 1571 in addition to FDA Form 1572 or award letter from the FDA containing the IND/IDE number and other pertinent information as outlined above with their submission. In addition, a statement that the IND/IDE covers the same protocol as submitted and that this IND/IDE is active (not under review or on hold).
4. If the investigator holds or is submitting the IND/IDE, they must complete the “NF/SG VHS attestation of knowledge of IND/IDE requirements.”
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FOLLOW-UP RESPONSIBILITY

This SOP will be reviewed annually, and revised as needed by the ACOS of Research.
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