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The form should be used when the Human Research is a `clinical investigation' or research on a device, involving one or more human subjects, to determine the safety or effectiveness of a device (21 CFR 812.3(h)). This form will aid in determining whether an IDE is required prior to initiating the clinical study. 
Clinical Investigation- Any experiment that involves a test article and one or more human subjects. 
Device - The device is the purpose of the investigation, and will be used to evaluate safety or effectiveness in the diagnosis of disease or other conditions; or the cure, mitigation, treatment, or prevention of disease.
Software as a medical device- Software intended to be used for one or more medical purposes without being part of a hardware medical device.  
In-Vitro Diagnostic- Those reagents, instruments, and systems intended for use in diagnosis of disease or other conditions, including a determination of the state of health, in order to cure, mitigate, treat, or prevent disease or its sequelae.  Such products are intended for use in the collection, preparation, and examination of specimens taken from the human body. 
Custom Device- is one that:
• Necessarily deviates from devices generally available or from an applicable performance standard or premarket approval requirement in order to comply with the order of an individual physician or dentist.
• Is not generally available to, or generally used by, other physicians or dentists.
• Is not generally available in finished form for purchase or dispensing upon prescription.
• Is not offered for commercial distribution through labeling or advertising.
• Is intended for use by an individual patient named in the order of a physician or dentist, and is to be made in a specific form for that patient, or is intended to meet the special needs of the physician or dentist in the course of professional practice.
Diagnostic Device- those reagents, instruments, and systems intended for use in diagnosis of disease or other conditions, including determination of the state of health in order to cure, mitigate, treat, or prevent disease or its sequelae.
Investigational Device- The device is the purpose of the investigation and will be used to evaluate safety and efficacy in the diagnosis of disease or other conditions; or the cure, mitigation, treatment or prevention of disease. 
Note: Devices may be used in research but may not be the purpose of the investigation (e.g. as an adjunct to a standard procedure or test for screening). Information about these devices must be included in the `Procedures' section of the HSPP application so an assessment of risk and safety to subjects can be made. It is not necessary to complete this appendix. 
General Questions
Investigational Device Exemptions
1. Device is being used in its approved indication? If NO, proceed to question #2. If YES, then an FDA approved IDE is not required. 
2. Is the medical device a Diagnostic Device? If NO, skip to question #4. If YES, proceed to question #3. 
3. If the study involves a Diagnostic Device, it may be exempt from IDE regulations. According to 21 CFR 812.2 (b)(3), a Diagnostic Device may be considered exempt from IDE regulations if ALL of the following questions can be answered affirmatively: 
(a) Does the Diagnostic Device comply with the labeling requirements of 21 CFR 809.10 (c)?
(b) Is the testing non-invasive?
(c) The testing does not require an invasive sampling procedure that presents Significant Risk?
(d) The testing does not by design or intention introduce energy into a subject?
(e) The testing is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure? 
If YES to all, a FDA approved IDE is not required. 
4. Is the device a custom device NOT being used to determine safety or effectiveness for commercial distribution? If YES, this device is exempt from IDE requirements. If NO, proceed to #5. 
Non-significant Risk Device (NSR Determination) 
5. Does the study involve an Investigational Device? If YES, proceed to #6.  
6. Is the Investigational device a significant Risk (SR) Device? If NO to questions (a-d) below, proceed to the NSR determination.  
(a) Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject. 
The device is a significant risk device and FDA approval must be sought. The IRB will not review the application until the FDA has issued a determination.
(b) Is purported or represented to be for a use in supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject. 
The device is a significant risk device and FDA approval must be sought. The IRB will not review the application until the FDA has issued a determination.
(c) Is of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject. 
The device is a significant risk device and FDA approval must be sought. The IRB will not review the application until the FDA has issued a determination.
(d) Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.
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If ALL #6 questions were answered NO, and the investigator has confirmed the device is non-significant risk, then the investigator/sponsor will need to comply with the "Abbreviated IDE Requirements" per 21 CFR 812.2(b) in addition to the informed consent and IRB regulations of 21 CRF 50 and 56 (see HSPP guidance). 
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