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subpart E of part 807 of this chapter
subject to § 892.9.

[53 FR 1567, Jan. 20, 1988, as amended at 61
FR 1125, Jan. 16, 1996; 65 FR 2323, Jan. 14,
2000]

PART 895—BANNED DEVICES

Subpart A—General Provisions

Sec.
895.1 Scope.
895.20 General.
895.21 Procedures for banning a device.
895.22 Submission of data and information

by the manufacturer, distributor, or im-
porter.

895.25 Labeling.
895.30 Special effective date.

Subpart B—Listing of Banned Devices

895.101 Prosthetic hair fibers.

AUTHORITY: 21 U.S.C. 352, 360f, 360h, 360i,
371.

SOURCE: 44 FR 29221, May 18, 1979, unless
otherwise noted.

Subpart A—General Provisions
§ 895.1 Scope.

(a) This part describes the procedures
by which the Commissioner may insti-
tute proceedings to make a device in-
tended for human use that presents
substantial deception or an unreason-
able and substantial risk of illness or
injury a banned device.

(b) This part applies to any ‘‘device’’,
as defined in section 201(h) of the Fed-
eral Food, Drug, and Cosmetic Act
(act) that is intended for human use.

(c) A device that is made a banned
device in accordance with this part is
adulterated under section 501(g) of the
act. A restricted device that is banned
may also be misbranded under section
502(q) of the act.

(d) Although this part does not cover
devices intended for animal use, the
manufacturer, distributor, importer, or
any other person(s) responsible for the
labeling of the device that is banned
cannot avoid the ban by relabeling the
device for veterinary use. A device that
has been banned from human use but
that also has a valid veterinary use
may be marketed for use as a veteri-
nary device only under the following
conditions: The device shall comply

with all requirements applicable to
veterinary devices under the Federal
Food, Drug, and Cosmetic Act and this
chapter, and the label for the device
shall bear the following statement:
‘‘For Veterinary Use Only. Caution:
Federal law prohibits the distribution
of this device for human use.’’ A device
so labeled, however, that is determined
by the Food and Drug Administration
to be intended for human use, will be
considered to be a banned device. In de-
termining whether such a device is in-
tended for human use, the Food and
Drug Administration will consider,
among other things, the ultimate des-
tination of the device.

§ 895.20 General.

The Commissioner may initiate a
proceeding to make a device a banned
device whenever the Commissioner
finds, on the basis of all available data
and information, that the device pre-
sents substantial deception or an un-
reasonable and substantial risk of ill-
ness or injury that the Commissioner
determines cannot be, or has not been,
corrected or eliminated by labeling or
by a change in labeling, or by a change
in advertising if the device is a re-
stricted device.

[44 FR 29221, May 18, 1979, as amended at 57
FR 58405, Dec. 10, 1992]

§ 895.21 Procedures for banning a de-
vice.

(a) Before initiating a proceeding to
make a device a banned device, the
Commissioner shall find that the con-
tinued marketing of the device pre-
sents a substantial deception or an un-
reasonable and substantial risk of ill-
ness or injury.

(1) In determining whether the decep-
tion or risk of illness or injury is sub-
stantial, the Commissioner will con-
sider whether the deception or risk
posed by continued marketing of the
device, or continued marketing of the
device as presently labeled, is impor-
tant, material, or significant in rela-
tion to the benefit to the public health
from its continued marketing.

(2) In determining whether a device is
deceptive, the Commissioner will con-
sider whether users of the device may
be deceived or otherwise harmed by the
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device. The Commissioner is not re-
quired to determine that there was an
intent on the part of the manufacturer,
distributor, importer, or any other re-
sponsible person(s) to mislead or other-
wise harm users of the device or that
there exists any actual proof of decep-
tion of, or injury to, an individual.

(3) In determining whether a device
presents deception or risk of illness or
injury, the Commissioner will consider
all available data and information, in-
cluding data and information that the
Commissioner may obtain under other
provisions of the act, data and informa-
tion that may be supplied by the manu-
facturer, distributor, or importer of the
device under § 895.22, and data and in-
formation voluntarily submitted by
any other interested persons.

(b) Before initiating a proceeding to
make a device a banned device, the
Commissioner of Food and Drugs (the
Commissioner) may consult with the
panel established under section 513 of
the act that has expertise with respect
to the type of device under consider-
ation. The consultation with the panel
may occur at a regular or specially
scheduled panel meeting or may be ac-
complished by correspondence or tele-
phone conversation with panel mem-
bers. The Commissioner may request
that the panel submit in writing any
advice on the device under consider-
ation. The Commissioner will record in
written memoranda any oral commu-
nications with a panel or its members.

(c) If the Commissioner determines
that any substantial deception or un-
reasonable and substantial risk of ill-
ness or injury or any unreasonable, di-
rect, and substantial danger to the
health of individuals presented by a de-
vice can be corrected or eliminated by
labeling or change in labeling, or
change in advertising if the device is a
restricted device, the Commissioner
will notify the responsible person of
the required labeling or change in la-
beling or change in advertising in ac-
cordance with § 895.25. If such required
relabeling or change in advertising is
not accomplished in accordance with
§ 895.25, the Commissioner may initiate
a proceeding to ban the device in ac-
cordance with § 895.21(d) and, when ap-
propriate, may establish a special ef-
fective date in accordance with § 895.30.

(d) If the Commissioner decides to
initiate a proceeding to make a device
a banned device, a notice of proposed
rulemaking will be published in the
FEDERAL REGISTER to this effect. The
notice will briefly summarize—

(1) The Commissioner’s finding under
paragraph (a) of this section that the
device presents substantial deception
or an unreasonable and substantial
risk of illness or injury, and, when ap-
propriate, the Commissioner’s deter-
mination under § 895.30 that the decep-
tion or risk of illness or injury presents
an unreasonable, direct, and substan-
tial danger to the health of individuals;

(2) The reasons why the Commis-
sioner initiated the proceeding;

(3) The evaluation of data and infor-
mation obtained under other provisions
of the act, submitted by the manufac-
turer, distributer, or importer of the
device, or voluntarily submitted by
any other interested persons under
paragraph (a)(3) of this section, if any;

(4) The consultation with the panel,
if any, under paragraph (b) of this sec-
tion;

(5) The determination as to whether
the deception or risk of illness or in-
jury or the danger to the health of in-
dividuals could be corrected by label-
ing or change in labeling, or change in
advertising if the device is a restricted
device;

(6) The determination of whether the
required labeling or change of labeling,
or change in advertising if the device is
a restricted device, if any, has been
made in accordance with paragraph (c)
of this section;

(7) The determination as to whether,
and the reasons why, the banning
should apply to devices already in com-
mercial distribution or those already
sold to the ultimate user, or both; and

(8) Any other data and information
that the Commissioner believes are
pertinent to the proceeding. The notice
will afford all interested persons an op-
portunity to submit written comments
within 30 days after the date of publi-
cation of the proposed regulation. All
nonconfidential information upon
which the proposed finding is based, in-
cluding the recommendations of the
panel, will be available for public re-
view in the Dockets Management
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Branch, Food and Drug Administra-
tion.
The notice will afford all interested
persons an opportunity to submit writ-
ten comments and request an informal
hearing, as defined in section 201(x) of
the act, before the Food and Drug Ad-
ministration within 30 days after the
date of publication of the proposed reg-
ulation. If a request for an informal
hearing is granted, the hearing will be
conducted as a regulatory hearing
under the applicable provisions of part
16 of this chapter. All nonconfidential
information upon which the proposed
finding is based, including the rec-
ommendations of the panel, will be
available for public review in the office
of the Dockets Management Branch,
Food and Drug Administration.

(e)(1) If, after reviewing the adminis-
trative record of the regulatory hear-
ing before the Food and Drug Adminis-
tration, if any, the written comments
received on the proposed regulation,
and any additional available data and
information, the Commissioner deter-
mines to ban a device, a final regula-
tion to this effect will be published in
the FEDERAL REGISTER. The final regu-
lation will amend subpart B by adding
the name or description of the device,
or both, to the list of banned devices.

(2) If the Commissioner determines
not to ban the device, a notice of with-
drawal and termination of rulemaking
proceedings and reasons therefor will
be published in the FEDERAL REGISTER.

(f) The effective date of a final regu-
lation to make a device a banned de-
vice, promulgated under paragraph (e)
of this section, will be the date of pub-
lication of the final regulation in the
FEDERAL REGISTER unless the Commis-
sioner, for reasons stated, determines
that the effective date should be later
than the date of the publication and
specifies that date in the notice. Each
such regulation will specify whether
devices already in commercial distribu-
tion or sold to the ultimate user or
both are banned.

(g) A regulation promulgated under
paragraph (e) of this section is final
agency action, subject to judicial re-
view under section 517 of the act.

(h) Upon petition of any interested
person submitted in accordance with
§ 10.30 of this chapter, or as a matter of

discretion, the Commissioner may in-
stitute proceedings to amend or revoke
a regulation that made a device a
banned device if the Commissioner
finds that the conditions that con-
stituted the basis for the regulation
banning the device are no longer appli-
cable. When appropriate, the proce-
dures in this section will be employed
in such proceedings.

[44 FR 29221, May 18, 1979, as amended at 53
FR 11254, Apr. 6, 1988; 57 FR 58405, Dec. 10,
1992; 65 FR 43690, July 14, 2000]

§ 895.22 Submission of data and infor-
mation by the manufacturer, dis-
tributor, or importer.

(a) A manufacturer, distributor, or
importer of a device may be required to
submit to the Food and Drug Adminis-
tration all relevant and available data
and information to enable the Commis-
sioner to determine whether the device
presents substantial deception, unrea-
sonable and substantial risk of illness
or injury, or unreasonable, direct, and
substantial danger to the health of in-
dividuals. The data and information re-
quired by the Commissioner may in-
clude scientific or test data, reports,
records, or other information, includ-
ing data and information on whether
the device is safe and effective for its
intended use or when used as directed,
whether the device performs according
to the claims made for the device, and
information on adulteration or mis-
branding. Any relevant information
that is voluntarily submitted will also
be reviewed.

(b) A manufacturer, distributor, or
importer of a device required to submit
data and information as provided in
paragraph (a) of this section will be no-
tified in writing by the Food and Drug
Administration that such data and in-
formation shall be submitted. The
written notification will advise the
manufacturer, distributor, or importer
of the device that the purpose for the
request is to enable the Commissioner
to determine whether any of the condi-
tions listed in paragraph (a) of this sec-
tion or § 895.30(a)(1) exists with respect
to the device such that a proceeding
should be initiated to make the device
a banned device. When the required
data and information can be identified
by the Food and Drug Administration
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at the time of the notification, the
agency will provide such identification
to the manufacturer, distributor, or
importer of the device.

(c) The required data and informa-
tion shall be submitted to the Food and
Drug Administration no more than 30
days after the date of receipt of the re-
quest, unless the Commissioner deter-
mines that the data and information
shall be submitted by some other date
and so informs the manufacturer, dis-
tributor, or importer, in which case the
data and information shall be sub-
mitted on the date specified by the
Commissioner.

(d) If the data or information sub-
mitted to the Food and Drug Adminis-
tration is sufficient to persuade the
Commissioner that the deception or
risk of illness or injury or the danger
to the health of individuals presented
by a device could be corrected or elimi-
nated by labeling or change in labeling,
or change in advertising if the device is
a restricted device, the Commissioner
will proceed in accordance with § 895.25.

(e) If the data or information sub-
mitted to the Food and Drug Adminis-
tration is insufficient to show that the
device does not present a substantial
deception or an unreasonable and sub-
stantial risk of illness or injury, or an
unreasonable, direct, and substantial
danger to the health of individuals, or
if the manufacturer, distributor, or im-
porter fails to submit the required in-
formation, the Commissioner may rely
upon this insufficiency or failure to
submit the required information in
considering whether to initiate a pro-
ceeding to make the device a banned
device under § 895.21(d) and, when ap-
propriate, to establish a special effec-
tive date in accordance with § 895.30.
The Commissioner may also initiate
other regulatory action as provided in
the act or this chapter.

§ 895.25 Labeling.
(a) If the Commissioner determines

that the substantial deception or un-
reasonable and substantial risk of ill-
ness or injury or the unreasonable, di-
rect, and substantial danger to the
health of individuals presented by a de-
vice can be corrected or eliminated by
labeling or a change in labeling, or
change in advertising if the device is a

restricted device, the Commissioner
will provide written notice to the man-
ufacturer, distributor, importer, or any
other person(s) responsible for the la-
beling or advertising of the device
specifying:

(1) The deception or risk of illness or
injury or the danger to the health of
individuals,

(2) The labeling or change in label-
ing, or change in advertising if the de-
vice is a restricted device, necessary to
correct the deception or eliminate or
reduce such risk or danger, and

(3) The period of time within which
the labeling, change in labeling, or
change in advertising must be accom-
plished.

(b) In specifying the labeling or
change in labeling or change in adver-
tising to correct the deception or to
eliminate or reduce the risk of illness
or injury or the danger to the health of
individuals, the Commissioner may re-
quire the manufacturer, distributor,
importer, or any other person(s) re-
sponsible for the labeling or adver-
tising of the device to include in label-
ing for the device, and in advertising if
the device is a restricted device, a
statement, notice, or warning. Such
statement, notice, or warning shall be
in the manner and form prescribed by
the Commissioner and shall identify
the deception or risk of illness or in-
jury or the unreasonable, direct, and
substantial danger to the health of in-
dividuals associated with the device as
previously labeled. Such statement, no-
tice, or warning shall be used in the la-
beling and advertising of the device for
a time period specified by the Commis-
sioner on the basis of the degree of de-
ception, risk of illness or injury, or
danger to health; the frequency of sale
of the device; the length of time the de-
vice has been on the market; the in-
tended uses of the device; the method
of its use; and any other factors that
the Commissioner considers pertinent.

(c) The Commissioner will allow a
manufacturer, distributor, importer, or
any other person(s) responsible for the
labeling or advertising of the device a
reasonable time, considering the decep-
tion or risk of illness or injury or the
danger to the health of individuals pre-
sented by the device, within which to
accomplish the required labeling,
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change in labeling, and, if the device is
a restricted device, any change in ad-
vertising. The Commissioner may,
however, request that no additional de-
vices be introduced into commerce
until the labeling or change in label-
ing, or change in advertising is accom-
plished by the manufacturer, dis-
tributor, importer, or other person(s)
responsible for the labeling or adver-
tising of the device.

(d) If such voluntary action is not
taken, the Commissioner may take ac-
tion under other sections of the act to
prevent the introduction of the devices
into commerce. The Commissioner
may consider the failure of a manufac-
turer, distributor, importer, or any
other person(s) responsible for the la-
beling or advertising of the device to
accomplish the required labeling or
change in labeling, or change in adver-
tising in accordance with this section
as a basis for initiating a proceeding to
make a device a banned device in ac-
cordance with § 895.21(d) and when ap-
propriate to establish a special effec-
tive date in accordance with § 895.30.

§ 895.30 Special effective date.
(a) The Commissioner may declare a

proposed regulation under § 895.21(d) to
be effective upon its publication in the
FEDERAL REGISTER and until the effec-
tive date of any final action taken re-
specting the regulation if:

(1) The Commissioner determines, on
the basis of all available data and in-
formation, that the deception or risk of
illness or injury associated with use of
the device that is subject to the regula-
tion presents an unreasonable, direct,
and substantial danger to the health of
individuals, and

(2) Before the date of the publication
of such regulation, the Commissioner
notifies the domestic manufacturer and
importer, if any, of the device that the
regulation is to be made so effective. If
necessary, the Commissioner may also
notify the distributor or any other re-
sponsible person(s). In addition, the
Commissioner will attempt to notify
any foreign manufacturer when the
name and address of the foreign manu-
facturer are readily available.

(b) This procedure may be used when
the Commissioner determines that the
potential or actual injury involved is a

serious one that the Commissioner be-
lieves will endanger the health of indi-
viduals who have been, or will be, ex-
posed to the device. In assessing the de-
gree of danger, the Commissioner need
not find that the danger is immediate,
and it shall be sufficient for the Com-
missioner to determine that the danger
may involve a serious long-term risk.

(c) If the Commissioner makes a pro-
posed regulation effective in accord-
ance with this section, the Commis-
sioner will, as expeditiously as pos-
sible, give interested persons prompt
notice of this action in the FEDERAL
REGISTER.

(d) After the hearing, if any, and
after considering any written com-
ments submitted on the proposal and
any additional available information
and data, the Commissioner will as ex-
peditiously as possible either affirm,
modify, or revoke the proposed regula-
tion making the device a banned de-
vice. If the Commissioner decides to af-
firm or modify the proposed regulation
to make a device a banned device, the
Commissioner will amend subpart B by
adding the name or description of the
device, or both, to the list of banned
devices. If the Commissioner decides to
revoke a proposed regulation making a
device a banned device, a notice of ter-
mination of rulemaking proceedings
and reasons therefor will be published
in the FEDERAL REGISTER.

(e) The Commissioner may declare
the special effective date provided by
this section to be in effect after the
publication of a proposed regulation
under § 895.21(d), if, based on new infor-
mation, or upon reconsideration of pre-
viously available information, the
Commissioner makes the determina-
tion and provides the appropriate no-
tices and an opportunity for a hearing
in accordance with paragraphs (a) and
(c) of this section.

(f) Those devices that have been
named banned devices under § 895.30
and that have already been sold to the
public may be subject to relabeling by
the manufacturer, distributor, im-
porter, or any other person(s) respon-
sible for the labeling of the device or
may be subject to the provisions of sec-
tion 518(a) or (b) of the act.

[44 FR 29221, May 18, 1979, as amended at 57
FR 58405, Dec. 10, 1992]
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Subpart B—Listing of Banned
Devices

§ 895.101 Prosthetic hair fibers.

Prosthetic hair fibers are devices in-
tended for implantation into the
human scalp to simulate natural hair
or conceal baldness. Prosthetic hair fi-
bers may consist of various materials;
for example, synthetic fibers, such as
modacrylic, polyacrylic, and polyester;
and natural fibers, such as processed
human hair. Excluded from the banned
device are natural hair transplants, in
which a person’s hair and its sur-
rounding tissue are surgically removed
from one location on the person’s scalp
and then grafted onto another area of
the person’s scalp.

[48 FR 25136, June 3, 1983]

PART 898—PERFORMANCE STAND-
ARD FOR ELECTRODE LEAD WIRES
AND PATIENT CABLES

Sec.
898.11 Applicability.
898.12 Performance standard.
898.13 Compliance dates.
898.14 Exemptions and variances.

AUTHORITY: 21 U.S.C. 351, 352, 360c, 360d,
360gg–360ss, 371, 374; 42 U.S.C. 262, 264.

SOURCE: 62 FR 25497, May 9, 1997, unless
otherwise noted.

§ 898.11 Applicability.
Electrode lead wires and patient ca-

bles intended for use with a medical de-
vice shall be subject to the perform-
ance standard set forth in § 898.12.

§ 898.12 Performance standard.
(a) Any connector in a cable or elec-

trode lead wire having a conductive
connection to a patient shall be con-
structed in such a manner as to comply
with subclause 56.3(c) of the following
standard:

International Electrotechnical Commis-
sion (IEC)

601–1: Medical Electrical Equipment
601–1 (1988) Part 1: General requirements

for safety
Amendment No. 1 (1991)
Amendment No. 2 (1995).

(b) Compliance with the standard
shall be determined by inspection and
by applying the test requirements and
test methods of subclause 56.3(c) of the
standard set forth in paragraph (a) of
this section.

§ 898.13 Compliance dates.
The dates for compliance with the

standard set forth in § 898.12(a) shall be
as follows:

(a) For electrode lead wires and pa-
tient cables used with, or intended for
use with, the following devices, the
date for which compliance is required
is May 11, 1998:

LISTING OF DEVICES FOR WHICH COMPLIANCE IS REQUIRED EFFECTIVE
May 11, 1998

Phase Product code 21 CFR
section Class Device name

1 ................... 73 BZQ 868.2375 II Monitor, Breathing Frequency.
1 ................... 73 FLS 868.2375 II Monitor (Apnea Detector), Ventilatory Effort.
1 ................... 74 DPS 870.2340 II Electrocardiograph.
1 ................... 74 DRG 870.2910 II Transmitters and Receivers, Physiological Signal,

Radio Frequency.
1 ................... 74 DRT 870.2300 II Monitor, Cardiac (including Cardiotachometer and Rate

Alarm).
1 ................... 74 DRX 870.2360 II Electrode, Electrocardiograph.
1 ................... 74 DSA 870.2900 II Cable, Transducer and Electrode, Patient (including

Connector).
1 ................... 74 DSH 870.2800 II Recorder, Magnetic Tape, Medical.
1 ................... 74 DSI 870.1025 III Detector and Alarm, Arrhythmia.
1 ................... 74 DXH 870.2920 II Transmitters and Receivers, Electrocardiograph, Tele-

phone.

(b) For electrode lead wires and pa-
tient cables used with, or intended for
use with, any other device, the date for

which compliance is required is May 9,
2000.
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