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Applicability of FDA Device Regulations  

21CFR812.2(a) states: This part applies to all clinical investigations of devices to determine safety and effectiveness… (of the device).
Is a device in this study being EVALUATED  in a clinical investigation for Safety and Efficacy? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No 

If YES, which device(s)  are being evaluated for Safety and Efficacy?       
Answer the following questions for these devices only. 
Exemption Criteria Check one of the following two options. 
 FORMCHECKBOX 
 Not Exempt:  see Significant Risk Criteria below
 FORMCHECKBOX 
 Exempt: Check item below to document why device is exempt from IDE regulations
 FORMCHECKBOX 
 a legally marketed device when used in accordance with its labeling 
 FORMCHECKBOX 
 a diagnostic device if it complies with the labeling requirements in §809.10(c) and if the testing: 

· is noninvasive; 

· does not require an invasive sampling procedure that presents significant risk; 

· does not by design or intention introduce energy into a subject; and 

· 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." http://www.fda.gov/cdrh/comp/ivdreg.html
  FORMCHECKBOX 
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; 
 FORMCHECKBOX 
 a device intended solely for veterinary use; 
 FORMCHECKBOX 
 a device 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." 
 FORMCHECKBOX 
 a custom device

According to 21CFR812.2(c) (7) a custom device as defined in 812.3(b) is exempt unless the device is being used to determine safety or effectiveness for commercial distribution.  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.
Significant Risk Criteria
According to 21CFR812.3(m) a  Significant Risk (SR) device study is one that presents a potential for serious risk to the health, safety, or welfare of a subject and 

 FORMCHECKBOX 
 is intended as an implant; or  

 FORMCHECKBOX 
 is used in supporting or sustaining human life; or  

 FORMCHECKBOX 
 is for use of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health; or 

 FORMCHECKBOX 
 otherwise presents a potential for serious risk to the health, safety, or welfare of a subject*.  

* Tips for determining if the device otherwise presents a potential for serious risk to the health, safety or welfare of a subject
If the participant must undergo a procedure as part of the investigational study, e.g., a surgical procedure to implant the device, the IRB-HSR must consider the potential harm that could be caused by the procedure in addition to the potential harm caused by the device.
Determine the Class of the device.  If not sure see FDA Device Advice for additional help in making this determination 

· If the device is a Class I device it is generally NSR.

· If the device is a Class III device it is generally SR.

· If the device is a Class II device- the following additional information must be taken into account:

Evaluate the safety profile from previous use of the device:  animal studies or previous human use.

Evaluate the safety profile of any similar device that might be on the market

Evaluate the risk to the subject if the device fails or must be removed
Review the SOM CTO recommendations or Contact the FDA for advice.  
SR/ NSR Determination


 FORMCHECKBOX 
  Significant Risk:  if SR- requires IDE from FDA. 

 FORMCHECKBOX 
  Non-significant Risk
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