
21 U.S. Code § 360c
Classification of devices intended for human use

(a) Classes of devices
(1) There are established the following classes of devices intended for human use:

(A)Class I, General Controls.—Class I, General Controls.—
(i) A device for which the controls authorized by or under section 351, 352, 360, 360f, 360h, 360i, or 360j of
this title or any combination of such sections are sufficient to provide reasonable assurance of the safety
and effectiveness of the device.

(ii) A device for which insufficient information exists to determine that the controls referred to in clause (i)
are sufficient to provide reasonable assurance of the safety and effectiveness of the device or to establish
special controls to provide such assurance, but because it—

(I) is not purported or represented to be for a use in supporting or sustaining human life or for a use
which is of substantial importance in preventing impairment of human health, and

(II) does not present a potential unreasonable risk of illness or injury,

is to be regulated by the controls referred to in clause (i).

(B)Class II, Special ControlsClass II, Special Controls.—.—
A device which cannot be classified as a class I device because the general controls by themselves are
insufficient to provide reasonable assurance of the safety and effectiveness of the device, and for which there
is sufficient information to establish special controls to provide such assurance, including the promulgation
of performance standards, postmarket surveillance, patient registries, development and dissemination of
guidelines (including guidelines for the submission of clinical data in premarket notification submissions in
accordance with section 360(k) of this title), recommendations, and other appropriate actions as the
Secretary deems necessary to provide such assurance. For a device that is purported or represented to be for a
use in supporting or sustaining human life, the Secretary shall examine and identify the special controls, if
any, that are necessary to provide adequate assurance of safety and effectiveness and describe how such
controls provide such assurance.

(C)Class III, Premarket ApprovalClass III, Premarket Approval.—.—A device which because—

(i) it (I) cannot be classified as a class I device because insufficient information exists to determine that the
application of general controls are sufficient to provide reasonable assurance of the safety and
effectiveness of the device, and (II) cannot be classified as a class II device because insufficient information
exists to determine that the special controls described in subparagraph (B) would provide reasonable
assurance of its safety and effectiveness, and

(ii)

(I) is purported or represented to be for a use in supporting or sustaining human life or for a use which is
of substantial importance in preventing impairment of human health, or
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(II) presents a potential unreasonable risk of illness or injury,

is to be subject, in accordance with section 360e of this title, to premarket approval to provide reasonable
assurance of its safety and effectiveness.

If there is not sufficient information to establish a performance standard for a device to provide reasonable
assurance of its safety and effectiveness, the Secretary may conduct such activities as may be necessary to
develop or obtain such information.

(2) For purposes of this section and sections 360d and 360e of this title, the safety and effectiveness of a device
are to be determined—

(A) with respect to the persons for whose use the device is represented or intended,

(B) with respect to the conditions of use prescribed, recommended, or suggested in the labeling of the device,
and

(C) weighing any probable benefit to health from the use of the device against any probable risk of injury or
illness from such use.

(3)

(A) Except as authorized by subparagraph (B), the effectiveness of a device is, for purposes of this section and
sections 360d and 360e of this title, to be determined, in accordance with regulations promulgated by the
Secretary, on the basis of well-controlled investigations, including 1 or more clinical investigations where
appropriate, by experts qualified by training and experience to evaluate the effectiveness of the device, from
which investigations it can fairly and responsibly be concluded by qualified experts that the device will have
the effect it purports or is represented to have under the conditions of use prescribed, recommended, or
suggested in the labeling of the device.

(B) If the Secretary determines that there exists valid scientific evidence (other than evidence derived from
investigations described in subparagraph (A))—

(i) which is sufficient to determine the effectiveness of a device, and

(ii) from which it can fairly and responsibly be concluded by qualified experts that the device will have the
effect it purports or is represented to have under the conditions of use prescribed, recommended, or
suggested in the labeling of the device,

then, for purposes of this section and sections 360d and 360e of this title, the Secretary may authorize the
effectiveness of the device to be determined on the basis of such evidence.

(C) In making a determination of a reasonable assurance of the effectiveness of a device for which an
application under section 360e of this title has been submitted, the Secretary shall consider whether the
extent of data that otherwise would be required for approval of the application with respect to effectiveness
can be reduced through reliance on postmarket controls.

(D)

(i) The Secretary, upon the written request of any person intending to submit an application under section
360e of this title, shall meet with such person to determine the type of valid scientific evidence (within the
meaning of subparagraphs (A) and (B)) that will be necessary to demonstrate for purposes of approval of
an application the effectiveness of a device for the conditions of use proposed by such person. The written
request shall include a detailed description of the device, a detailed description of the proposed conditions
of use of the device, a proposed plan for determining whether there is a reasonable assurance of
effectiveness, and, if available, information regarding the expected performance from the device. Within
30 days after such meeting, the Secretary shall specify in writing the type of valid scientific evidence that
will provide a reasonable assurance that a device is effective under the conditions of use proposed by such
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person.

(ii) Any clinical data, including one or more well-controlled investigations, specified in writing by the
Secretary for demonstrating a reasonable assurance of device effectiveness shall be specified as result of a
determination by the Secretary that such data are necessary to establish device effectiveness. The Secretary
shall consider, in consultation with the applicant, the least burdensome appropriate means of evaluating
device effectiveness that would have a reasonable likelihood of resulting in approval.

(iii) For purposes of clause (ii), the term “necessary” means the minimum required information that would
support a determination by the Secretary that an application provides reasonable assurance of the
effectiveness of the device.

(iv) Nothing in this subparagraph shall alter the criteria for evaluating an application for premarket
approval of a device.

(v) The determination of the Secretary with respect to the specification of valid scientific evidence under
clauses (i) and (ii) shall be binding upon the Secretary, unless such determination by the Secretary could be
contrary to the public health.
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