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IRB Protocol Number: _____________________  Name of the Device: _____________________
A device as defined in 21 USC 321(h) as:
"an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including a component part, or accessory which is:
· recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them, or
· 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
· 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.“
For questions about research studies conducting exploratory biomarker or genetic analysis to identify or develop an in vitro test that may predict drug response, disease risk, or disease progression/outcome, please contact a Chair in the IRB to discuss the applicability of the IDE regulations under 21 CFR 812 or see these guidance documents from the FDA.

FAQs on IVDs

http://www.fda.gov/downloads/MedicalDevices/.../ucm071230.pdf
Informed consent for IVD studies using leftover samples

http://www.fda.gov/RegulatoryInformation/Guidances/ucm078384.htm
When research is conducted to determine the safety or effectiveness of a device and the study does not have an IDE issued by the FDA, one of the following must be true:
· The use of the device in the study fulfills one of the IDE exemption categories (see A below).
· The use of the device in the study fulfills the requirements for an abbreviated IDE (see B below).
To assess whether one of the required conditions is met, answer the questions on the following pages for the study under review:
A. Does the device fulfill one of the IDE exemption categories 


(21 CFR 812.2(c))?

(For this condition to be met, all parts of one of the bulleted items below must be answered “Yes”.)

· The device, other than a transitional device, was in 


commercial distribution immediately before May 28, 1976, 


and will be used or investigated in accordance with the 


indications in labeling in effect at that time.


___ Yes ___ No

· The device, other than a transitional device, was introduced


into commercial distribution on or after May 28, 1976, the 


FDA determined the device to be substantially equivalent to 


a device in commercial distribution immediately before 


May 28, 1976, and the device will be used or investigated in 


accordance with the indications in the labeling FDA 


reviewed under subpart E of part 807 in determining 


substantial equivalence.




___ Yes ___ No

· The device is a diagnostic device, and the sponsor complies 


with applicable requirements in 21 CFR 809.10(c) and 


the testing (to be met, all of the following must be “Yes”):

· Is non-invasive.




___ Yes ___ No

· Does not require an invasive sampling 


procedure that presents significant risk.
___ Yes ___ No

· Does not introduce energy into a subject.
___ Yes ___ No

· Will not be used as a diagnostic procedure 


without confirmation of the diagnosis by 


another, medically established diagnostic 


product or procedure.



___ Yes ___ No

· The device is undergoing consumer preference testing, 


testing of a modification, or testing of a combination of two 


or more devices in commercial distribution, and the testing 


is not for the purpose of determining safety or effectiveness 


and does not put participants at risk.



___ Yes ___ No

· The device is intended solely for veterinary use.

___ Yes ___ No

· The device is shipped solely for research on or with laboratory 


animals and labeled in accordance with 21 CFR 812.5(c).
___ Yes ___ No

· The device is a custom device as defined in 21 CFR 812.3(b), 


unless the device is being used to determine safety or 


effectiveness for commercial distribution (see note).
___ Yes ___ No

Note - a “custom device” means a device that: 

(1) 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; 

(2) Is not generally available to, or generally used by, other physicians or dentists; 

(3) Is not generally available in finished form for purchase or for dispensing upon prescription; 

(4) Is not offered for commercial distribution through labeling or advertising; and 

(5) 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. 

B.  Does the device fulfill the requirements for an abbreviated IDE 


(21 CFR 812.2(b)(1))?

(For this condition to be met, all applicable findings below must be “Yes”.)

· The device is not a banned device.



___ Yes ___ No

· The sponsor labeled the device in accordance with 

21 CFR 812.5.






___ Yes ___ No

· The sponsor will obtain IRB approval of the 

investigation after presenting the convened IRB with a 

brief explanation of why the device, as used in the 
research study, is not a significant risk device, and 
maintains such approval.




___ Yes ___ No

· The sponsor will ensure that each investigator participating in 

an investigation of the device obtains from each subject 


under the investigator’s care consent under 21 CFR 50 

and documents it, unless documentation is waived.

___ Yes ___ No
· The sponsor will comply with the requirements of 


21 CFR 812.46 with respect to monitoring investigations;
___ Yes ___ No

· The sponsor will maintain the records required under 21 CFR 


812.140(b)(4) and (5) and make the reports required under 


21 CFR 812.150(b) (1) through (3) and (5) through (10);
___ Yes ___ No
· The sponsor will ensure that participating investigators will


maintain the records required by 21 CFR 812.140(a)(3)(i) 


and make the reports required under 


812.150(a) (1), (2), (5), and (7); and



___ Yes ___ No

· The sponsor will comply with the prohibitions in 

21 CFR 812.7 against promotion and other practices.
___ Yes ___ No
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