Clarkson University

Investigational Device Exemption Request Guidelines
“Nonsignificant Risk” devices are devices that do not pose a significant risk to the human subjects. Examples include most daily-wear contact lenses and lens solutions, ultrasonic dental scalers, and foley catheters.

Additional requirements to those listed below apply to Significant Risk devices. Contact the IRB if your device falls in this category.

Significant risk device (SR device): Significant risk device is an investigational device that: (1) is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject; (2) is for use in supporting or sustaining human life and represents a potential for serious risk to the health, safety, or welfare of a subject; (3) is for a use 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; or (4) otherwise presents a potential for serious risk to a subject. 
A Nonsignificant Risk device study requires only IRB approval prior to initiation of a clinical study. Sponsors of studies involving nonsignificant risk devices are not required to submit an IDE application to FDA for approval. Submissions for nonsignificant device investigations are made directly to the IRB of each participating institution. Sponsors (or researchers) should present an explanation to the IRB where the study will occur of why the device does not pose a significant risk. If the IRB disagrees and determines that the device poses a significant risk, the sponsor must report this finding to FDA within five working days [§812.150(b)(9)]. FDA considers an investigation of a nonsignificant risk device to have an approved IDE when IRB concurs with the nonsignificant risk determination and approves the study. The following instructions are for nonsignificant risk devices, except where noted otherwise.
The researcher and sponsor must comply with the abbreviated IDE requirements under §812.2 (b), as described below. In summary: Item 2 requires that the informed consent process include information about risks associated with the investigational device. Monitoring in item 3 is required for the IRB in any case. Items 4 & 5 require additional documentation of safety testing and monitoring; specific information is described in the IDE application. Item 6 requires that the device be labeled as investigational. 
1. IRB Approval – The sponsor must obtain and maintain Investigational Review Board (IRB) approval throughout the investigation as a nonsignificant risk device study; 
2. Informed Consent – The sponsor must assure that investigators obtain and document informed consent from each subject according to 21 CFR 50, Protection of Human Subjects, unless documentation is waived by an IRB in accordance with §56.109(c); As part of the informed consent process, subjects must be informed that the research involves an Investigational Device, must be informed of any potential risks associated with that device, and must be provided with safety testing information if they request it.
3. Monitoring - All investigations must be properly monitored to protect the human subjects and assure compliance with approved protocols (§812.46). Guidance on monitoring investigations can be found in "Guideline for the Monitoring of Clinical Investigations";
4. Records and Reports - Sponsors are required to maintain specific records and make certain reports as required by the IDE regulation.
5. Investigator Records and Reports – The sponsor must assure that participating investigators maintain records and make reports as required (see Responsibilities of Investigators); and 
6. Labeling - The device must be labeled in accordance with the labeling provisions of the IDE regulation (§812.5) and must bear the statement "CAUTION - Investigational Device. Limited by Federal (or United States) law to investigational use."; 
a. An investigational device or its immediate package shall bear a label with the following information: the name and place of business of the manufacturer, packer, or distributor (in accordance with 801.1), the quantity of contents, if appropriate, and the following statement: "CAUTION--Investigational device. Limited by Federal (or United States) law to investigational use." The label or other labeling shall describe all relevant contraindications, hazards, adverse effects, interfering substances or devices, warnings, and precautions. (from Title 21, Volume 8; 21CFR812.5 at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?FR=812.5)

7. Prohibitions –Commercialization, promotion, test marketing, misrepresentation of an investigational device, and prolongation of the study are prohibited (§812.7).
These regulations do not apply to: 
· A legally marketed device when used in accordance with its labeling

· Custom designed devices: A custom device as defined in 812.3(b), unless the device is being used to determine safety or effectiveness for commercial distribution. (812.2.c.7 at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?FR=812.2)
· Non-invasive diagnostic devices (http://www.fda.gov/cdrh/devadvice/ide/print/approval.html) 

Safety testing: (from: 21 CFR 820 Subpart C, Design Controls of the Quality System Regulation, at www.fda.gov/cdrh/devadvice/ide) 
1. Design input means the physical and performance requirements of a device that are used as a basis for device design. These are the design specifications.
2. Design output means the results of a design effort at each design phase and at the end of the total design effort. The finished design output is the basis for the device master record. The total finished design output consists of the device, its packaging and labeling, and the device master record. This is the actual device as constructed.
3. Design review means a documented, comprehensive, systematic examination of a design to evaluate the adequacy of the design requirements, to evaluate the capability of the design to meet these requirements, and to identify problems. This includes both mathematical analysis of the design as well as physical testing and analysis of the constructed device.
IDE background information: several useful websites:
1. http://www.fda.gov/cdrh/devadvice/ide/index.shtml (overview of IDE)
2. http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1 (CFR Title 21, Volume 8 from the FDA).

3. http://www.fda.gov/cdrh/devadvice/ide/application.shtml (has an outline of what needs to be included in an IDE request and the criteria for submitting an abbreviated IDE) 
4. http://www.fda.gov/cdrh/devadvice/ide/print/approval.html)  describes application process and what is exempt from IDE guidelines.
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Investigational Device Exemption Request: Abbreviated Form
The following should be attached to the related IRB proposal, as much of the information required for an IDE is already included in a proposal for full IRB review and need not be duplicated here.

1. Name of Device:   
2. 2. Is this device FDA approved for a different use?
( Yes
( No

A. If Yes, what is the approved use?  
3. Who is the manufacturer or sponsor for this device?  

4. Proposed use of device in current research:  
5. Safety testing: Document relevant safety testing appropriate to the nature of the device. Safety testing includes design input, design output, and design review, as described in the IDE guidelines. In general, describe and document testing and analysis showing that: 

A. Any components that contact or may contact the subject are protected so that subjects would not be harmed by contacting them through normal use or potential accident (e.g., falling onto the device, breakage of components, etc.).
B. Any components that support body weight are structurally sound at levels above the maximum anticipated weight, including ‘abnormal’ conditions such as a subject fall or loss of balance.
i. For structures exposed to repeated loads, document response to fatigue

C. If the device has any electrical components, all electrical components are sufficiently insulated and/or isolated. 

i. Describe response of device when exposed to water such as rain or spilled liquids.
D. If the device has any moving components: 

i. Subjects are protected from any hazardous moving components (e.g., belts, gears, hinges)
ii. Any components that support any weight are stable under all possible operating conditions, including ‘abnormal’ conditions such as a subject fall or loss of balance.
E. If the device has safety features, such as brakes or emergency shut-offs, these features have been tested under a variety of condition.
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