Baystate Medical Center Institutional Review Board (IRB)

In Vitro Diagnostic Devices (IVDs)

This form is intended to supplement the information provided on the Basic Application, Part 1 and to provide additional instruction to investigators.
There is no allowance in the FDA regulations for waivers of informed consent; however, the FDA released a guidance document http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm078384.htm

 in April of 2006 describing the conditions under which they would practice “enforcement discretion” for research of In Vitro Diagnostic Devices.  This form is intended to guide the investigator and provide the IRB with the necessary assurances to comply with the terms of the guidance. 

I.  All of the following conditions must be met in order for the FDA to exercise enforcement discretion.  A check next to the condition indicates that the statement is true for this research.  Please expand upon how these conditions are met within the protocol.
 FORMCHECKBOX 
 1. The investigation meets the IDE exemption criteria at 21 CFR 812.2(c)(3) http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.2

. 
(Exemption is applicable for diagnostic devices, if the sponsor complies with applicable requirements in 809.10(c) and if the testing: (i) Is noninvasive, (ii) Does not require an invasive sampling procedure that presents significant risk, (iii) Does not by design or intention introduce energy into a subject, and (iv) Is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.)
 FORMCHECKBOX 
 2. The study uses leftover specimens, that is, remnants of specimens collected for routine clinical care or analysis that would have been discarded. The study may also use specimens obtained from specimen repositories or leftover specimens that were previously collected for other research purposes. 

 FORMCHECKBOX 
 3. The specimens are not individually identifiable, i.e., the identity of the subject is not known to and may not readily be ascertained by the investigator or any other individuals associated with the investigation, including the sponsor. If the specimen is coded, it will be considered to be not individually identifiable if neither the investigator(s) nor any other individuals associated with the investigation or the sponsor can link the specimen to the subject from whom the specimen was collected, either directly or indirectly through coding systems. 

 FORMCHECKBOX 
 4. The specimens may be accompanied by clinical information as long as this information does not make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor. 

 FORMCHECKBOX 
 5. The individuals caring for the patients are different from and do not share information about the patient with those conducting the investigation. 

 FORMCHECKBOX 
 6. The specimens are provided to the investigator(s) without identifiers and the supplier of the specimens has established policies and procedures to prevent the release of personal information. 

 FORMCHECKBOX 
 7. The study will be reviewed by an IRB in accordance with 21 CFR Part 56.
II.  Studies that do not fall within the intended enforcement discretion include studies where any of the following is true.  Attest that the following are not true for this research by checking the applicable box.
 FORMCHECKBOX 
 1. The study does not meet the IDE exemption criteria at 21 CFR 812.2(c)(3) (see above). 

 FORMCHECKBOX 
 2. The specimens are individually identifiable, i.e., the identity of the subject is known to or may be readily ascertained by the investigator or any other individuals associated with the investigation, including the sponsor. 

 FORMCHECKBOX 
 3. The specimens were collected specifically for the proposed investigation. That is, the specimens are not leftover from routine clinical care or analysis or leftover from other research. 

 FORMCHECKBOX 
 4. The amount of specimen needed for the study is more than would be leftover from what is usually collected for routine clinical analysis 

 FORMCHECKBOX 
 5. The test results will be reported to the subject’s health care provider. For example, in the course of comparative studies involving B. anthracis detection devices, it would be inappropriate not to report positive results if they occur in the course of an investigation. 
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