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SOP: Submitting an IND or IDE 

1. PURPOSE
This procedure establishes the process for FDA authorization through an IND, or documentation supporting an IND exemption determination.
REVISIONS FROM PREVIOUS VERSION
Section 4- Policy: Revised and updated language based on FDA regulations 
Section 6- Procedure: Revised process to align with NCH IRB and ORRA processes.
Section 8- References: Provided additional resources from FDA on IND and IDE regulations.  
DEFINITIONS
Significant Risk Device: A device that presents a potential for serious risk to the health, safety or welfare of a subject, that is: (a) intended to be implanted AND/OR  (b) is intended to support or sustain human life AND/OR (c) has substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health OR (d) other situations where serious risks may apply.
Nonsignificant Risk Device: One that does not meet the criteria above.
Additional Information 
Please refer to page 3 of the FDA guidance regarding SR versus NSR devices:
https://www.fda.gov/media/75459/download
NOTE: In addition to formal IRB review and approval, there are studies involving drugs that will also require prior FDA clearance in the form of an IND exemption. This applies not only to studies investigating unapproved drugs but may also apply to studies in which an approved drug is being evaluated. For devices, studies involving investigational devices OR involving approved devices but being used in a non-approved manner, may require FDA clearance as well in the form of an IDE.
POLICY
IND (Investigational New Drug)
All Studies involving an unapproved drug (i.e., not FDA approved for marketing or clinical use in the U.S.) must be done under a valid IND.  Either documentation of the IND number and effective date, or FDA correspondence confirming the IND is in effect must be submitted with the IRB application.
For studies involving only approved drugs, an IND is not needed if all six of the following criteria are met:
The drug product(s) is/are marketed in the United States.
There is no intention to report the investigation to FDA as a well-controlled study in support of a new indication and no intent to use it to support any other significant change in the labeling of the drug(s).
In the case of a prescription drug, the investigation is not intended to support a significant change in the advertising for the drug.
The investigation does not involve a route of administration, dose, patient population, or other factor that significantly changes the risk profile associated with the use of the drug product.
The investigation will be reviewed by IRB and approved and informed consent requirements will be met.
The investigation is not intended to promote or commercialize the drug product.
If applicable, the IRB will not approve a study until the IND clearance is obtained.
IDE (Investigational Device Exemption)
Generally, studies involving legally marketed devices used in accordance with their cleared or approved labeling do not require an IDE.
Studies involving an approved device being used in an unapproved manner OR involving an investigational device MAY require an IDE, unless matching one of two exemption categories listed below.
One of the major issues discussed in the exemption categories is the risk of the study.
Studies involving a significant risk device will nearly always need an IDE. The investigator is strongly urged to read the FDA guidance referenced above before moving forward to the exemption categories.
Studies Subject to Abbreviated IDE Requirements (21 CFR 812.2(b)). A study will not need an IDE if all of the following apply:
The investigation does not involve a significant risk device.
The device being studied is labeled accordingly (i.e., clearly states that this is an investigational device or use of the device).
The investigator will obtain IRB approval, which will include an explanation why they deem that the device is a Non-significant risk (NSR) product.
Appropriate consent will be obtained from all participants.
The study will be monitored appropriately (as listed in the regulation).
All study records will be maintained appropriately (as listed in the regulation). 
The investigator will not promote the studied use until formal FDA clearance is obtained.
Exemption from IDE Category #2 ("Exempted Investigations").  A study will not need an IDE if the device falls under any of the following categories:
The device is approved and being investigated/used in accordance with the indications in the label.
The device has been allowed onto the market by the FDA under the Premarket Notification Procedure.
This is a diagnostic device and the testing  being done is  (a) non-invasive,  (b) does not require an invasive sampling procedure  that presents  significant risk, (c) does not by design or intention introduce energy into a subject, and (d) is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.
The study involves approved or cleared devices and looking strictly at consumer preference testing, or testing of device modifications/use with other approved/cleared devices IF the testing is not for the purpose of determining safety or effectiveness AND does not put subjects at risk.
The device is intended solely for veterinary use or research in animals.
This is a custom device unless the device is being used to determine safety and effectiveness for commercial distribution.
If applicable, the IRB will not approve a study until the IDE clearance is obtained.


RESPONSIBILITIES
IRB staff members carry out these procedures.
PROCEDURE
Any study involving an unapproved drug or device must be submitted to the IRB for review.
If a study is industry-sponsored, the sponsor must provide the IND or IDE.
If a study is investigator-initiated, the PI must work with the Office of Research Regulatory Affairs (ORRA) to obtain an IND or IDE.
It is  the  initial responsibility  of the  sponsor/investigator to determine whether  the  device  is Nonsignificant Risk (NSR) or Significant Risk (SR). This must be indicated in the IRB application.
If NSR, no FDA IDE approval is required.
If the sponsor/investigator believes the study involves a Significant Risk device, an IDE application must be submitted to FDA. Final IRB approval cannot be granted until FDA approval of the IDE is documented.
It is the responsibility of the IRB to either agree or disagree with the sponsor/investigator's determination of NSR or SR.
If the IRB agrees that the device study is NSR and approves the study, it may commence without FDA submission.
If the IRB determines that the study involves a Non-Significant Risk device, the study may proceed under the abbreviated IDE requirements described in 21 CFR 812.2(b) without submission of an IDE application to FDA.
MATERIALS
None.
REFERENCES
IDE
21 CFR Part 812 
FDA Guidance: Significant Risk and Nonsignificant Risk Medical Device Studies 
FDA Guidance: FDA Decisions for Investigational Device Exemption Clinical Investigations 
Human Subjects 
21 CFR Parts 50 and 56
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