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FORM C – Use of Devices in Research 
										
Project Title: 			Click or tap here to enter text.
Principal Investigator:	Click or tap here to enter text.	  

SECTION A: Investigator Information:

1. Investigator experience with studies involving the use of devices, and in what capacity
(e.g. principal investigator, site investigator, collaborator, etc.)

Click or tap here to enter text.

2. Do any of the Investigators or research personnel have a financial interest in the device(s) being used in this research study? (e.g., royalty, patent or stock options, etc.)

Click or tap here to enter text.


SECTION B: Device Information

1. Name of the Device (Provide the full name, any marketed or brand name and the common name, as applicable)

Click or tap here to enter text.

2. Introduction (Provide a brief overview of the device. Include a summary of what the device does, and its typical use setting - for example: clinic, hospital, home, or research. Keep this section concise—2–3 short sentences or 1–2 bullet lines—focused on function and intended use rather than technical specifications.)

Click or tap here to enter text.

3. Theory of Operation (Briefly explain how the device works, focusing on the scientific principle and the main steps that turn an input into the output. Include Purpose: The basic principle behind what the device is intended to do; Key components; List major parts/subsystems and each part’s role; Process/flow: A short description of how signals, energy, or materials move through the device (input → processing → output) and; Important conditions: Note any operational constraints that affect function (e.g., power, temperature, contact vs. non-contact). Please keep this overview concise—one short paragraph or a few bullets. You may attach or reference a simple diagram or device brochure if it includes this information, if available.)

Click or tap here to enter text.

4. Use in Research (Describe the purpose for this device being used in the research)

Click or tap here to enter text.

5. Device Identifiers (Provide any model numbers or versions, if applicable)

Click or tap here to enter text.

6. Device Manufacturer Name and Contact Information

Click or tap here to enter text.

7. Device Sponsor (A device sponsor is the person or organization that takes responsibility for initiating, managing, and/or financing a clinical investigation of a medical device. e.g. manufacturer, principal investigator, funding entity, etc.)

Click or tap here to enter text.

8. The Device Brochure is included with this application: 
☐ Yes  ☐ No; if no provide the reason why it is not included: Click or tap here to enter text.


SECTION C: FDA Status of the Device and Risk Assessment

1. The device being used in this study is (check all that apply):
☐ Not a medical device
☐ Commercially available (e.g. legally marketed, meaning it has received FDA clearance (510(k)),
      approval (PMA) or is exempt from these requirements.)
☐ Marketed and FDA approved for this indication or use*
☐ Marketed but lacks FDA approval for this indication of use*
☐ Not marketed, not FDA approved*

2. A risk determination has been made for the device by: A copy of the determination must be attached

☐ FDA     ☐ Sponsor      ☐ Investigator     ☐ Other; describe: Click or tap here to enter text.

3. The determination of the risk for the device is: 

☐ Significant Risk
Under 21 CFR 812.3(m), a Significant Risk device means an investigational device that: Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject; Is purported or represented to be for use supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject; 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 Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.

Provide an explanation of why this is a Significant Risk Device:
Click or tap here to enter text.

☐ Non-Significant Risk
A Non-Significant Risk device study is one that does not meet the definition for a Significant Risk device study.

Provide an explanation of why this is a Non-Significant Risk Device: 
Click or tap here to enter text.

4. List all reasonably likely adverse effects with the device 

Click or tap here to enter text.

5. List common problems that may arise with the use of the device

Click or tap here to enter text.

6. References (List citations for key sources relevant to this device. For example, peer-reviewed journal articles, systematic reviews, clinical guidelines, and other authoritative references that address the device’s use, performance, safety/risks, or studies in the target population. If references are not available, state this information here.)

Click or tap here to enter text.


SECTION D – Use of the Device in the Research 

1. Provide the method/route/mode of device administration

Click or tap here to enter text.

2. The route of administration is consistent with the FDA approval
☐ N/A; no FDA approval	     ☐ Yes     ☐ No; if no describe: Click or tap here to enter text.

3. The Population in which the device will be used:
☐ Adults     ☐Children     ☐Pregnant Women     ☐ Healthy persons
☐ Persons with an illness or condition for which the device was designed or is being tested
[bookmark: _Hlk71237086]☐Other: Click or tap here to enter text.

4. Schedule and duration of device administration, including changes in frequency, or strength of the Device

Click or tap here to enter text.

5. Will participants be operating the device? 
☐ No     ☐ Yes; if yes, describe the training that will be provided: Click or tap here to enter text.

6. Describe any special instructions to use the device

Click or tap here to enter text.

7. Describe any certifications required to use the device

Click or tap here to enter text.

8. Describe any restrictions for using the device

Click or tap here to enter text.

9. Describe the procedures for monitoring device functionality and safety

Click or tap here to enter text.
SECTION E – Device Supply, Distribution and Storage

1. The device is available:
☐ By prescription only	    ☐ Over the counter     ☐ Study Sponsor only   
☐Other; Click or tap here to enter text.

2. Location of device use: 

Click or tap here to enter text.

3. Describe the plan for storage, security, and distribution of the device as well as accounting for its use and return:

Click or tap here to enter text.

4. Provide cleaning procedures (e.g. how is the device cleaned, when the device is cleaned in relation to use with participants, the approved cleaning agents, and if those cleaning agents have potential adverse effects to study personnel or participants, provide a SOP on their use):

Click or tap here to enter text.

5. Cost of device to study participants
☐ No cost		☐ Device will be charged to participant’s insurance company
☐ Participant will pay for device; provide cost breakdown: Click or tap here to enter text.


*Federal References and Guidance
· Devices marketed and cleared/approved for a specific indication: a device that has received FDA clearance (510(k)) or approval (PMA/De Novo) for the intended use. See FD&C Act, 21 U.S.C. § 321(h) (definition of “device”) and FDA device databases for clearance/approval records: FDA 510(k) database (searchable 510(k) summaries and decision letters) — https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm; FDA PMA database (PMA approvals and summaries). Regulatory context for marketing/clearance: 21 C.F.R. Part 807 (establishment registration and device listing) — https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-807 and 21 C.F.R. Part 814 (premarket approval) — https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-814.
· Devices that are marketed but lack FDA clearance/approval for the study’s indicated use (off‑label use): these are legally marketed devices for other approved indications but proposed here for an unapproved intended use; clinicians may use devices off‑label, but the manufacturer may not promote unapproved uses and certain investigational uses may require IDE oversight. See FDA discussion of “intended use” and labeling: 21 C.F.R. § 801.4 — https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-801 and FDA guidance on off‑label information and promotion (search FDA guidance documents) — https://www.fda.gov/regulatory-information/search-fda-guidance-documents. Verify marketed indications via the FDA device databases linked above.
· Devices not marketed / not FDA‑approved (investigational devices): devices that are not legally marketed for any indication are typically investigational and may require an Investigational Device Exemption (IDE) under 21 C.F.R. Part 812. See 21 C.F.R. Part 812 (IDE requirements) — https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-812 and FDA guidance on significant risk vs. non‑significant risk device studies (when an IDE is required) — https://www.fda.gov/regulatory-information/search-fda-guidance-documents/significant-risk-and-nonsignificant-risk-medical-device-studies 

Use the FDA device databases above to confirm a device’s specific clearance/approval language and to determine whether the proposed study involves a marketed device used on‑label, a marketed device used off‑label, or an unmarketed investigational device.
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