s the Medical Device Study Classified as a

Significant Risk or Nonsignificant Risk Device?

Is it Exempt?

Is your device exempt
from the specified

What Should IRBs Consider When Making the SR and NSR

Determination?

o« What s the basis for the risk determination? The risk determination is based on the

A Nonsignificant Risk
device study is a non-
exempt study that does J

proposed use of a device in an investigation, and not on the device alone.

What is the nature of harm that may result from use of the device? SR studies are those

that present a potential for serious risk to the health, safety, or welfare of a subject.

o Will the subject need to undergo an additional procedure as part of the investigational

study, for example, a surgical procedure? IRBs should consider the potential harm the

procedure could cause as well as the potential harm caused by the device.

requirements described Exempt not meet the definition
. —Yes—§» .
in21 CFR 8127 Device ofsigniﬁcant risk
(see device exemption
flowchart)
1
No
; Does it present
Isitintended as an potential risk to the
Y —
implant? - health, safety, or 81
| welfare of a subject?
No E Significant
\ 4 A Risk Device

Isit purported or
represented to be for

potential for serious

use supporting or
sustaining human life?

Yes

>

risk to the health, ——Yes}
safety, or welfare of the

Does it present a

Significant
Risk Device

sub'!ect?

LNO-
;

Is it for a use of substantial

importance in diagnosing, curing,
mitigating, or treating disease, or—VYes-§

otherwise preventing

impairment of human health?

|
No

No!

Does it present a
potential for serious
risk to the health, =——ve
safety, or welfare of the 51
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subject?

Significant
, Risk Device Approval
= Process

F

Does the device
present a potential for
serious risks to the +Yes®
health, safety, or
welfare of a subject?

;_No—f

Significant
Risk Device

Non-
Significant
Risk Device

Requirements

If Significant Risk, an IDE is required
from the FDA

If Non-significant Risk, provide either
documentation of the official
determination from the FDA, or if the FDA
has not been consulted, provide
justification to the IRB, who will make a
determination at a convened IRB meeting
or will refer it to the FDA.

Nonsignificant
Risk Device

Determination/ Determination by the IRB at a

convened meeting. No FDA
submission required.

Abbreviated Requirements related
to labeling, IRB approval, informed
consent, monitoring, records
storage & retention, reporting to
the FDA, and prohibition against
promotion.

NOTE: IRBs make the SR/NSR determination before the IRB conducts its review of the study
under Part 56. The judgment about whether a study poses a significant risk or nonsignificant
risk is based on the significance of the potential harm that may result from participation in the
study, including the use of the device; whereas the IRB’s decision to approve a study for
implementation is based on the study’s risk-benefit assessment.

Significant
Risk Device

IDE Application Submission and
Approval by the FDA.

All requirements of nonsignificant
risk device studies plus additional
requirements (see FDA website for
more information).

Source: http://www.fda.gov/downloads/Regulatorylnformation/Guidances/UCM126418.pdf




