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University of Washington Human Subjects Division]WORKSHEET FDA Devices 
and the IDE Requirement
	


[bookmark: Purpose]PURPOSE AND APPLICABILITY

It is not required that this worksheet be completed or retained. It should be used as a tool for providing information and support for individuals assessing whether an FDA regulated study needs an IDE from the FDA before conducting the research. If the use of the device is not exempt from the IDE requirement (section 2) and does not have an abbreviated IDE (section 3), researchers must obtain an IDE approval from the FDA to do the research. 
In order to qualify for an abbreviated IDE, the convened IRB must determine that the device is “nonsignificant risk”. To make this determination, the IRB should use: (1) the criteria in section 3 of this worksheet; and (2) the FDA guidance, “Significant Risk and Nonsignificant Risk Medical Device Studies”. 
If a “significant risk” determination is made, the device does not qualify for an abbreviated IDE and the researchers must obtain IDE approval from the FDA. HSD Staff review the SOP FDA Regulated Research for information about documenting and communicating this determination. 

[bookmark: _IS_THE_USE][bookmark: Exemptions]IS THE USE EXEMPT FROM THE IDE REQUIREMENT?

The use of the device for the study is IDE exempt and does not require an abbreviated IDE (section 3) or IDE approval from the FDA, if all the criteria in any one category listed in the tables in this section are met. 

Even if the activity is IDE exempt, if it meets the FDA definition of a clinical investigation involving human subjects, it must comply with the FDA’s general IRB (21 CFR 56) and consent (21 CFR 50) requirements (WORKSHEET Human Subjects Research Determination).

If the study does not meet criteria for any category, proceed to section 3.

CATEGORY 1 – Legally Marketed Device
	All two requirements must be met. 

	Category 1 Requirement
	Met

	The device is FDA approved/cleared.
In addition to devices that have standard FDA approval, this includes devices cleared for marketing under Premarket Notification 510(k) based on equivalence to another cleared device, and devices that are 501(k) exempt.
	☐
	The device being used or investigated in accordance with the indications in the FDA approved/cleared labeling.
	☐



CATEGORY 2 – Diagnostic Device
All six requirements must be met.

	Category 2 Requirement
	Met

	The device is a diagnostic device.
	☐
	The testing is noninvasive.
Blood sampling that involves venipuncture is considered non-invasive for this purpose. The use of surplus samples of body fluids or tissues that are leftover from samples taken for noninvestigational purposes is also considered noninvasive.
	☐
	The testing does not require an invasive sampling procedure that presents significant risk.
	☐
	The testing does not by design or intention introduce energy into a subject.
	☐
	The testing is not used as a diagnostic procedure without confirmation by another, medically established product or procedure.
	☐
	The sponsor will comply with applicable requirements (21 CFR 809.10(c)) about labeling of in vitro diagnostic (IVD) products.
If this is not applicable because the device is not an IVD, check the box.
	☐



CATEGORY 3 – Not Being Evaluated for Safety or Effectiveness
	All three requirements must be met.

	Category 3 Requirement
	Met

	The research involves the device undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution.
	☐
	The testing is not for the purpose of determining safety or effectiveness.
	☐
	The testing does not put subjects at risk.
	☐



CATEGORY 4 - Custom Device Not Being Evaluated for Safety or Effectiveness for Commercial Distribution
	All six requirements must be met.

	Category 4 Requirement
	Met

	The device is a custom device that necessarily deviates from devices generally available or from an applicable performance standard or pre-market approval requirement in order to comply with the order of an individual physician or dentist.
	☐
	The device is not generally available to, or generally used by, other physicians or dentists.
	☐
	The device is not generally available in finished form for purchase or for dispensing upon prescription.
	☐
	The device is not offered for commercial distribution through labeling or advertising.
	☐
	The device is intended for use by an individual patient named in the order of a physician or dentist and is made in a specific form for that patient and/or is intended to meet the special needs of the physician or dentist in the course of professional practice.
	☐
	The device is not being used to determine safety or effectiveness for commercial distribution.
	☐



CATEGORY 5 – FDA Determination
	The requirement must be met.

	Category 5 Requirements
	Met

	The FDA has provided a documented determination that an IDE is not required for this use of the device.
	☐

[bookmark: _DOES_THE_USE]DOES THE USE QUALIFY FOR AN ABBREVIATED IDE

A nonsignificant risk investigational device study requires IRB approval prior to starting the study but does not require the submission of an IDE application to the FDA for approval. Instead of calling these studies “exempt”, the FDA considers them to have an approved IDE. This is also known as an abbreviated IDE.  To qualify for an abbreviated IDE all of the criteria in the table below must be met.

When making the device risk determination in the table below, the IRB should consider: (1) the FDA guidance, Significant Risk and Nonsignificant Risk Medical Device Studies; (2) risk determinations made for other uses of the device; (3) information in the database maintained by the device division of the FDA; (4) sponsor’s/researcher’s risk assessment and rationale; (5) nature and description of device; (6) description of procedures/tests that are required because of the device (e.g., potential harms of surgical implantation); (7) subject population and selection criteria (e.g., the population includes frail elderly individuals with health issues); and (8) if available, reports of any prior investigations conducted with the device; review of this device and study by other IRBs. 
If the study does not meet the criteria for an abbreviated IDE, an IDE application must be submitted to the FDA for approval to conduct the research.

[bookmark: _ABBREVIATED_IDE_CRITERIA]ABBREVIATED IDE CRITERIA
All ten criteria must be met. Five of the ten criteria are requirements for a device to qualify for a “not significant risk” determination. The convened IRB must make a “not significant risk” determination in order for the device to qualify for an abbreviated IDE. The “not significant risk” determination must be based on the proposed used of a device in an investigation and not on the device alone.

	Abbreviated IDE Criteria
	Met

	The device is not banned by the FDA.
	☐
	Not significant risk requirement – The device is not intended as an implant and does not present a potential for serious risk to the health, safety, or welfare of a subject.
	☐
	Not significant risk requirement – The device is not purported or represented to be for a use in supporting or sustaining human life and does not present a potential for serious risk to the health, safety, or welfare of a subject.
	☐
	Not significant risk requirement – The device is not for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and does not present a potential for serious risk to the health, safety, or welfare of a subject.
	☐
	Not significant risk requirement – The device does not otherwise present a potential for serious risk to the health, safety, or welfare of a subject.
	☐
	Not significant risk requirement – The FDA has not determined it is significant risk.
	☐
	The device is labeled by the sponsor in accord with FDA regulations (21 CFR 812.5) and must bear the statement “Caution – Investigational Device. Limited by Federal (or United States) law to investigational use.”
	☐
	The sponsor will comply with FDA requirements for monitoring investigations (21 CFR 812.46).
	☐
	The sponsor and investigator will comply with FDA requirements for records and reports (21 CFR 812.140, 21 CFR 812.150).
	☐
	The sponsor will not market, promote, commercialize, or misrepresent the device (21 CFR 812.7).
	☐
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