Decision chart for Devices used in Human Subject Research Studies looking at Safety and Efficacy
(Without existing IDEs)

s this device considered a " Is this a diagnostic device (most probably
"(Y'under the Federal an in-vitro device), or a device that meets
Regulations? the ?(2)

*Yes (continue with questions) eYes- study team must complete IRB IDE Exemption
*No (it is not a medical device;no need to complete Form
device section or provide additional information) eRisk determination is not required for IDE exempt
studies
*No, continue with questions

Is this device currently approved by the
FDA?

Requires Risk determination by IRB

e|f non-significant risk: IRB must agree with

investigator risk justification to approve (study will
be under an abbreviated IDE)
eSignificant risk (will need an IDE before IRB
approval: FDA application required)

Version 9/29/2017

*No, and not IDE exempt, continue with risk
determination

eYes ,but not used as approved by FDA
econtinue with risk determination
eYes, and used per FDA approved indication

eComplete device section, but no additional IRB
determinations are required.



https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm046164.htm#ide_exempt
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm046164.htm

(1) Medical Device

A device is an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including
a component part, or accessory, which is:

e recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them,

e intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or
other animals, or

e intended to affect the structure or any function of the body of man or other animals, and which does not achieve its primary intended
purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized
for the achievement of any of its primary intended purposes."

(2) IDE Exempt Investigations
All clinical investigations of devices must have an approved IDE or be exempt from the IDE regulations. Investigations that are exempted
from 21 CFR 812 are described in §812.2(c) of the IDE regulations. Studies exempt from the IDE regulations include:

1. alegally marketed device when used in accordance with its labeling

2. adiagnostic device if it complies with the labeling requirements in §809.10(c) and if the testing:
a. is noninvasive;

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 by another medically established diagnostic product or procedure;
Additional guidance for an in vitro diagnostic device studies can be found in "Regulating In Vitro Diagnostic Device (IVD) Studies."

3. consumer preference testing, testing of a modification, or testing of a combination of devices if the device(s) are legally marketed
device(s) [that is, the devices have an approved PMA, cleared Premarket Notification 510(k), or are exempt from 510(k)] AND if the
testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk;

4. adevice intended solely for veterinary use;

5. adevice shipped solely for research with laboratory animals and contains the labeling "CAUTION — Device for investigational use in
laboratory animals or other tests that do not involve human subjects."
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM071230.pdf
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