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Investigational Device Exemption (IDE)

Ø An Investigational Device Exemption (IDE) is an application that must be 
submitted to FDA to use a novel medical device in a clinical study
– This enables the collection of safety and efficacy data to take the necessary 

steps toward full market approval of the device

Ø An IDE application is required to obtain the FDA's approval of clinical study 
protocol prior to executing a clinical study
– A clinical study is required for Class III and some Class II medical devices to 

determine whether or not a medical device is safe and effective for 
broad human use
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What is considered to be a Medical Device?

Ø Per Section 201(h)(1) of the Food, Drug, and Cosmetic Act, 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:
A. recognized in the official National Formulary, or the United States Pharmacopoeia, or any 

supplement to them,
B. 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
C. 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 
its primary intended purposes. The term "device" does not include software functions excluded 
pursuant to section 520(o).

Ø Medical devices include in vitro diagnostic (IVD) products, such as 
reagents and test kits

https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device 
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Level of risk of the device

Ø Investigational devices are covered under IDE regulations based on the level of 
device risk:
– Significant Risk (SR)

o Any device regarded as a significant risk (SR) must meet the IDE regulations, as 
well as having an IDE application approved by the FDA and Investigational Review 
Board (IRB) approvals before conducting any study.

– Non-Significant Risk (NSR)
o Devices regarded as non-significant risk (NSR) are only required to meet the 

amended IDE regulations, and only IRB approval is required before conducting 
any study

– Exemption from IDE
o Some devices may be exempt from IDE regulations
o Generally, a device is considered exempt if it is non-invasive and not used to 

perform invasive sampling procedures
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Bioanalytical assays in scope of IDE?

Ø A number of Sponsor companies have received regulatory feedback that 
diagnostic assays used to include patients in a gene therapy trials (e.g., pre-
existing antibody TAb or NAb) are in scope
– Feedback received during clinical trial application that the device (assay) is 

considered significant risk
– Delays in trials whilst IDE application is prepared and submitted for review 

and approval

Ø Expectation of assay validation to align with CLSI guidelines (in addition to 
immunogenicity guidelines)
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Differences/similarities in assay validation
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Lab Developed Test (LDT)
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Laboratory Developed Tests (LDTs)

Ø LDTs are in vitro diagnostic products (IVDs) that are intended for 
clinical use 
– Designed, manufactured, and used within a single laboratory 
– Laboratory is certified under the Clinical Laboratory Improvement 

Amendments of 1988 (CLIA)

Ø In September 2023, the FDA unveiled a plan to regulate LDTs across 
the United States
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Evolution of LDTs
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Source: https://www.fda.gov/medical-devices/medical-devices-news-and-events/webinar-final-rule-medical-devices-
laboratory-developed-tests-05142024 
 

https://www.fda.gov/medical-devices/medical-devices-news-and-events/webinar-final-rule-medical-devices-laboratory-developed-tests-05142024
https://www.fda.gov/medical-devices/medical-devices-news-and-events/webinar-final-rule-medical-devices-laboratory-developed-tests-05142024


Changes to FDA regulation of LDTs 
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Phase out policy
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Summary

Ø Clinical trial assays that fall in scope of the EU IVDR are likely to fall in 
scope of the US IDE requirements
– Many similarities in the documentation and assay validation 

expectations

Ø Assays currently being run as LDTs will be considered as IVD devices 
under the new FDA rules
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Contact Information

Questions: info@e-b-f.eu 

European Bioanalysis Forum vzw 
www.e-b-f.eu 
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