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a performance standard for a device
will:

(i) Set forth a finding, with support-
ing justification, that the performance
standard is appropriate and necessary
to provide reasonable assurance of the
safety and effectiveness of the device;

(ii) Set forth proposed findings with
respect to the risk of illness or injury
that the performance standard is in-
tended to reduce or eliminate;

(iii) Invite interested persons to sub-
mit to the Food and Drug Administra-
tion, within 30 days of the publication
of the notice, requests for changes in
the classification of the device pursu-
ant to § 860.132 of this chapter, based on
new information relevant to the classi-
fication; and

(iv) Invite interested persons to sub-
mit an existing performance standard
for the device, including a draft or pro-
posed performance standard, for con-
sideration by the Commissioner of
Food and Drugs.

(2) A notice of proposed rulemaking
for the revocation of a performance
standard will set forth a finding, with
supporting justification, that the per-
formance standard is no longer nec-
essary to provide reasonable assurance
of the safety and effectiveness of a de-
vice.

(b) A notice under this section will
provide for a comment period of not
less than 60 days.

(c) If, after publication of a notice
under paragraph (a) of this section,
FDA receives a request to change the
classification of the device, FDA will,
within 60 days of the publication of the
notice and after consultation with the
appropriate panel under § 860.125 of this
chapter, either deny the request or give
notice of its intent to initiate a change
in the classification under § 860.130.

(d) If FDA initiates a rulemaking
proceeding under paragraph (a) of this
section, FDA will:

(1) Complete the proceeding and es-
tablish the performance standard for
the device in accordance with this part
and § 10.40 of this chapter; or

(2) Terminate the proceeding by pub-
lishing in the FEDERAL REGISTER a no-
tice announcing such termination and
the reasons therefor and, unless the
proceeding is terminated because the
device is a banned device, initiate a

proceeding in accordance with section
513(e) of the act to reclassify the de-
vice; or

(3) Take other appropriate action.

[57 FR 58404, Dec. 10, 1992]

§ 861.24 Existing standard as a pro-
posed standard.

(a) The Food and Drug Administra-
tion may accept an existing standard
or a proposed or draft standard if it in-
cludes:

(1) A description of the procedures
used to develop the standard and a list
of the persons and organizations that
participated in its development, to the
extent that such information is avail-
able or reasonably obtainable;

(2) An identification of the specific
portions of the existing standard that
the person submitting the standard be-
lieves are appropriate for adoption as,
or inclusion in, the proposed standard;
and

(3) A summary of the test data, or, if
requested by the Food and Drug Ad-
ministration, all such data or other in-
formation supporting the specific por-
tions of the standard identified by the
person submitting the standard.

(b) The Food and Drug Administra-
tion will publish a notice in the FED-
ERAL REGISTER stating either that it
has accepted, or accepted with modi-
fication, as a proposed standard, an ex-
isting standard or one that has been
developed, or that an existing standard
is not acceptable, together with the
reasons therefor.

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR
58405, Dec. 10, 1992]

§ 861.30 Development of standards.

The Food and Drug Administration
(FDA), while engaged in the develop-
ment of a proposed standard under this
section will:

(a) Support its proposed performance
standard by such test data or other
documents or materials as may reason-
ably be required;

(b) Provide interested persons an op-
portunity to participate in the develop-
ment of the standard by accepting
comments and, where appropriate,
holding public meetings on issues re-
lating to development of the standard.
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