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1. SCOPE AND APPLICABILITY
This SOP establishes the process the IRB follows to determine whether a device study is classified as Significant Risk (SR) or Nonsignificant Risk (NSR) in accordance with FDA regulations.
This procedure applies to all human subjects research involving medical devices reviewed by the [Organization’s] IRB under FDA jurisdiction.
This procedure begins when a device-related study submission is received by the IRB and ends when the IRB issues a documented SR/NSR determination and identifies the appropriate review pathway.
This SOP does not apply to studies that qualify for an IDE exemption under 21 CFR 812.2(c), including consumer preference testing, veterinary/animal device studies, or diagnostic devices that meet FDA exemption criteria.
This SOP applies to both sponsor-initiated and investigator-initiated studies, including studies involving off-label use of approved/cleared devices when evaluated in a research context.
POLICY
The [Organization] ensures that all device studies under IRB review are assessed to determine whether they represent Significant Risk (SR) or Nonsignificant Risk (NSR) as defined by FDA regulations.
SR/NSR determinations are required in order to establish whether FDA approval of an Investigational Device Exemption (IDE) is necessary, or whether abbreviated IDE requirements apply.
NSR device studies that meet the criteria for minimal risk and fall within an expedited review category may be reviewed under expedited procedures.
RESPONSIBILITY
FDA:
Has the ultimate legal authority to decide whether a device study is SR or NSR.
If a sponsor or investigator submits the protocol to FDA (via an IDE application or an informal request), FDA’s determination governs.
IRB:
If FDA has not made a determination, the IRB is responsible for deciding whether the study is SR or NSR (21 CFR 812.66; FDA SR/NSR Guidance).
1.1.1. The IRB must document the rationale for its decision in the meeting minutes or reviewer notes.
Sponsor/Investigator:
Must provide their initial risk assessment and justification to the IRB in the submission.
If the sponsor identifies a study as NSR, the sponsor/PI must provide the reviewing IRB an explanation of its determination (21 CFR 812.2(b)(1)(ii)) and should provide any other information that may help the IRB in evaluating the risk of the study. For example, a description of the device, reports of prior investigations with the device, the proposed investigational plan, subject selection criteria, and other information the IRB may need. 
The IRB Chair, members, or designated reviewer are responsible for applying FDA criteria to determine whether a device is SR or NSR.

PROCEDURE
Submission Requirements:
The PI submits device information, risk assessment, regulatory status (approved/cleared, investigational, off-label), prior human use (if any), and sponsor/FDA correspondence (if available).
Initial Administrative Review:
IRB staff confirm whether the device study qualifies for an IDE exemption under 21 CFR 812.2(c).
If exempt, no further SR/NSR determination is required.

SR/NSR Determination:
If FDA has previously classified the device as SR or NSR, the IRB documents and adopts FDA’s determination.
If no FDA determination exists, the IRB evaluates the study using 21 CFR 812.3(m) significant risk criteria:
· 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 a use in 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.
A determination of SR requires FDA IDE approval prior to IRB approval.
A determination of NSR requires compliance with abbreviated IDE requirements under 21 CFR 812.2(b).
Review Pathway:
SR studies → reviewed by convened IRB; FDA IDE approval required before enrollment.
NSR studies → may be reviewed by convened IRB or by expedited procedures if:
· The study presents no more than minimal risk; and
· It qualifies under Expedited Review Category 1 (21 CFR 56.110).
Documentation:
The IRB records the SR/NSR determination and supporting rationale in minutes (convened review) or reviewer notes (expedited review).
Determinations are communicated to the PI in writing.
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