
21 U.S. Code § 360d
Performance standards

(a) Reasonable assurance of safe and effective performance; periodic evaluation
(1) The special controls required by section 360c(a)(1)(B) of this title shall include performance standards for a
class II device if the Secretary determines that a performance standard is necessary to provide reasonable
assurance of the safety and effectiveness of the device. A class III device may also be considered a class II device
for purposes of establishing a standard for the device under subsection (b) if the device has been reclassified as
a class II device under an administrative order under section 360c(e) of this title (or a regulation promulgated
under such section prior to July 9, 2012) but such order (or regulation) provides that the reclassification is not
to take effect until the effective date of such a standard for the device.

(2) A performance standard established under subsection (b) for a device—

(A) shall include provisions to provide reasonable assurance of its safe and effective performance;

(B) shall, where necessary to provide reasonable assurance of its safe and effective performance, include—

(i) provisions respecting the construction, components, ingredients, and properties of the device and its
compatibility with power systems and connections to such systems,

(ii) provisions for the testing (on a sample basis or, if necessary, on an individual basis) of the device or, if
it is determined that no other more practicable means are available to the Secretary to assure the
conformity of the device to the standard, provisions for the testing (on a sample basis or, if necessary, on
an individual basis) by the Secretary or by another person at the direction of the Secretary,

(iii) provisions for the measurement of the performance characteristics of the device,

(iv) provisions requiring that the results of each or of certain of the tests of the device required to be made
under clause (ii) show that the device is in conformity with the portions of the standard for which the test
or tests were required, and

(v) a provision requiring that the sale and distribution of the device be restricted but only to the extent that
the sale and distribution of a device may be restricted under a regulation under section 360j(e) of this title;
and

(C) shall, where appropriate, require the use and prescribe the form and content of labeling for the proper
installation, maintenance, operation, and use of the device.

(3) The Secretary shall provide for periodic evaluation of performance standards established under subsection
(b) to determine if such standards should be changed to reflect new medical, scientific, or other technological
data.

(4) In carrying out his duties under this subsection and subsection (b), the Secretary shall, to the maximum
extent practicable—

(A) use personnel, facilities, and other technical support available in other Federal agencies,

(B) consult with other Federal agencies concerned with standard-setting and other nationally or
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internationally recognized standard-setting entities, and

(C) invite appropriate participation, through joint or other conferences, workshops, or other means, by
informed persons representative of scientific, professional, industry, or consumer organizations who in his
judgment can make a significant contribution.
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