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SOP 8.02 - FDA Regulated Medical Devices 
 

1. Objective  
To describe procedures for determining that a study is subject to FDA device regulations; procedures for determining 
whether a device used in a study is Investigational Device Exemption (IDE) exempt, subject to abbreviated IDE 
requirements, or subject to full IDE requirements; and procedures for the IRB making Significant Risk and Non-
Significant Risk determinations. 

2. General Description 
Research studies intending to evaluate the safety and/or effectiveness of an investigational medical device must be 
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Investigational Device Exemption (IDE) - An IDE permits a device that otherwise would be required to comply with a 
performance standard or to have a premarket approval to be shipped lawfully for the purpose of conducting 
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The IRB is additionally responsible for reviewing device studies according to FDA regulations for the protection of 
human subjects (21 CFR 50 and 21 CFR 56). 

Sponsor Responsibilities 
Sponsors of a device investigation, as defined above, are responsible for selecting qualified investigators and providing 
them with the information they need to conduct the investigation properly, ensuring proper monitoring of the 
investigation, ensuring that IRB review and approval are obtained, submitting an IDE application to FDA, and ensuring 
that any reviewing IRB and FDA are promptly informed of significant new information about an investigation. More 
information can be found at 21 CFR 812 Subpart C, and on the FDA’s IDE Responsibilities webpage. 

Investigator Responsibilities 
An investigator, as defined above, is responsible for ensuring that an investigation is conducted according to the signed 
agreement, the investigational plan and applicable FDA regulations, for protecting the rights, safety, and welfare of 
subjects under the investigator's care, and for the control of devices under investigation. An investigator also is 
responsible for ensuring that informed consent is obtained in accordance with the requirements at 21 CFR 50. More 
information can be found at 21 CFR 812 Subpart E, and on the FDA’s IDE Responsibilities webpage. 

Sponsor-Investigator Responsibilities 

A sponsor-investigator, as defined above, has the responsibilities of both the sponsor and the investigator. 

4. Procedures  
In addition to complying with the requirements of 21 CFR 50 and 21 CFR 56, all studies designed to test the safety 
and/or effectiveness of an investigational device must be conducted according to 21 CFR 812. When conducting a study 
designed to test safety and/or effectiveness of an investigational device, the IRB must determine which of the following 
applies to the proposed study: 

1. The investigational device qualifies for one of the exemption categories identified in 21 CFR 812.2(c) 
2. The study meets the abbreviated IDE requirements identified in 21 CFR 812.2(b); or 
3. The study is conducted under a valid IDE issued by the FDA 

Investigations Exempt from the IDE Requirements 
An investigation may be exempt from the IDE requirements under 21 CFR 812 if the investigational device falls into 
one of the specified categories of exemption. This means that the IDE requirements are not applicable to the study. 
 
The study sponsor/sponsor-investigator is responsible for making the initial determination about whether an 
investigational device meets the criteria for IDE exemption. The IRB may disagree and make a different determination. 
If the sponsor/sponsor-investigator believes a device to be exempt from the IDE requirements, the sponsor/sponsor-
investigator provides the IRB with an explanation of its determination and any other information or documentation that 
may assist the IRB in making its own determination. 
 
The following categories of devices are exempt from the IDE requirements: 

1. A device, other than a transitional device, in commercial distribution immediately before May 28, 1976, when 

used or investigated in accordance with the indications in labeling in effect at that time.  

In lay terms, this means a device that is currently legally-marketed and which is being used in accordance with 

its labeling. 

2. 



 SOP #:  ORI(HS)- 8.02  

Office of Research Integrity - Human Subjects Revision #:  1.0   
 

Page 4 of 8 

 

b. Does not require an invasive sampling procedure that presents significant risk 

c. 
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IRBs have reviewed the p
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