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(a) This part sets forth the classification of ophthalmc
devi ces intended for human use that are in comercia
di stribution.

(b) The identification of a device in a regulation in this
part is not a precise description of every device that is,
or will be, subject to the regulation. A manufacturer who
submts a premarket notification subm ssion for a device
under part 807 cannot show nerely that the device is
accurately described by the section title and identification
provision of a regulation in this part but shall state why
the device is substantially equivalent to other devices, as
requi red by § 807.87.

(c) To avoid duplicative listings, an ophthal m c device that
has two or nore types of uses (e.g., used both as a

di agnostic device and as a therapeutic device) is listed in
one subpart only.

(d) References in this part to regulatory sections of the
Code of Federal Regulations are to chapter | of title 21
unl ess ot herw se not ed.

Sec. 886.3 Effective dates of requirenment for premarket
approval .

A device included in this part that is classified into class
I1l (premarket approval) shall not be comercially
distributed after the date shown in the regulation

cl assifying the device unless the manufacturer has an
approval under section 515 of the act (unless an exenption
has been granted under section 520(g)(2) of the act). An
approval under section 515 of the act consists of FDA's

I ssuance of an order approving an application for premarket
approval (PMA) for the device or declaring conpleted a
product devel opnent protocol (PDP) for the device.

(a) Before FDA requires that a device commercially

di stributed before the enactnent date of the amendnents, or
a device that has been found substantially equivalent to
such a device, has an approval under section 515 of the act,
FDA nmust pronul gate a regul ati on under section 515(b) of the
act requiring such approval, except as provided in

par agr aphs (b) and (c) of this section. Such a regul ation
under section 515(b) of the act shall not be effective
during the grace period ending on the 90th day after its
promul gation or on the |last day of the 30th full cal endar
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nmonth after the regulation that classifies the device into
class Ill is effective, whichever is later. See section 501
(f)(2)(B) of the act. Accordingly, unless an effective date
of the requirenent for premarket approval is shown in the
regul ation for a device classified into class IlIl in this
part, the device nay be commercially distributed w thout
FDA s issuance of an order approving a PMA or declaring
conpleted a PDP for the device. If FDA promul gates a

regul ati on under section 515(b) of the act requiring

premar ket approval for a device, section 501(f)(1)(A) of the
act applies to the device.

(b) Any new, not substantially equival ent, device introduced
into conmmercial distribution on or after May 28, 1976,

i ncluding a device fornmerly nmarketed that has been
substantially altered, is classified by statute (section 513
(f) of the act) into class IIl wthout any grace period and
FDA must have issued an order approving a PVMA or declaring
conpl eted a PDP for the device before the device is
comrercially distributed unless it is reclassified. If FDA
knows that a device being comercially distributed nmay be a
“new’ device as defined in this section because of any new

i nt ended use or other reasons, FDA may codify the statutory
classification of the device into class IIl for such new
use. Accordingly, the regulation for such a class Il device
states that as of the enactnent date of the amendnents, My
28, 1976, the device nust have an approval under section 515
of the act before conmercial distribution.

(c) Adevice identified in a regulation in this part that is

classified into class Ill and that is subject to the
transitional provisions of section 520(1) of the act is
automatically classified by statute into class |1l and mnust

have an approval under section 515 of the act before being
comrercially distributed. Accordingly, the regulation for

such a class Ill transitional device states that as of the
enact ment date of the amendnents, May 28, 1976, the device
must have an approval under section 515 of the act before

commerci al distribution.
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Sec. 886.9 Limtations of exenptions fromsection 510(k) of
t he Federal Food, Drug, and Cosnetic Act (the act).

The exenption fromthe requirement of premarket notification
(section 510(k) of the act) for a generic type of class | or
Il device is only to the extent that the device has existing
or reasonably foreseeable characteristics of commercially
distributed devices within that generic type or, in the case
of in vitro diagnostic devices, only to the extent that

m sdi agnosis as a result of using the device would not be
associated with high norbidity or nortality. Accordingly,
manuf acturers of any commercially distributed class | or |
devi ce for which FDA has granted an exenption fromthe

requi renent of premarket notification nmust still submt a
premarket notification to FDA before introducing or
delivering for introduction into interstate conmerce for
commercial distribution the device when:

(a) The device is intended for a use different fromthe

i ntended use of a legally marketed device in that generic
type of device; e.g., the device is intended for a different
medi cal purpose, or the device is intended for |ay use where
the former intended use was by health care professionals
only;

(b) The nodified device operates using a different
fundanental scientific technology than a | egally marketed
device in that generic type of device; e.g., a surgica
Instrument cuts tissue with a |aser beamrather than with a
shar pened netal blade, or an in vitro diagnostic device
detects or identifies infectious agents by using

deoxyri bonucl eic acid (DNA) probe or nucleic acid
hybri di zati on technol ogy rather than culture or inmmunoassay
t echnol ogy; or

(c) The device is an in vitro device that is intended:

(1) For use in the diagnosis, nonitoring, or screening of
neopl astic di seases with the exception of
I mmunohi st ochem cal devi ces;

(2) For use in screening or diagnosis of famlial or
acquired genetic disorders, including inborn errors of
met abol i sny

(3) For neasuring an anal yte that serves as a surrogate
mar ker for screening, diaghosis, or nmonitoring |ife-
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t hreat eni ng di seases such as acquired i nmune defi ci ency
syndrone (AIDS), chronic or active hepatitis, tuberculosis,
or myocardial infarction or to nonitor therapy;

(4) For assessing the risk of cardiovascul ar di seases;
(5) For use in diabetes nanagenent;

(6) For identifying or inferring the identity of a
m croorganismdirectly fromclinical materi al

(7) For detection of antibodies to m croorgani sns other than
I mmunogl obulin G (1gG or 1gG assays when the results are
not qualitative, or are used to determne imMmunity, or the
assay is intended for use in nmatrices other than serum or

pl asng;

(8) For noninvasive testing as defined in 8§ 812. 3(k) of this
chapter; and

(9) For near patient testing (point of care).

[65 FR 2320, Jan. 14, 2000]

Subpart B -- Diagnostic Devices

Sec. 886.1040 Ccul ar
est hesi onet er.

(a) ldentification. An ocul ar esthesioneter is a device,
such as a single-hair brush, intended to touch the cornea to
assess corneal sensitivity.

(b) Classification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8§ 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35603,
Sept. 14, 1988; 59 FR 63012, Dec. 7, 1994; 66 FR 38809, July
25, 2001]
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Sec. 886. 1050 Adapt oneter
(bi ophot oneter).

(a) ldentification. An adaptoneter (biophotoneter) is an AC
power ed device that provides a stinulating |light source

whi ch has various controlled intensities intended to neasure
the time required for retinal adaptation (regeneration of

t he visual purple) and the mninmumlight threshold.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38809, July 25, 2001]

Sec. 886. 1070
Anomal oscope.

(a) ldentification. An anonal oscope is an AC-powered device
intended to test for anomalies of color vision by displaying
m xed spectral lines to be matched by the patient.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38810, July 25, 2001]

Sec. 886. 1090 Hai dl i nger
br ush.
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(a) ldentification. A Haidlinger brush is an AC powered
device that provides two conical brushlike inmages with
apexes touching which are viewed by the patient through a

Ni col prismand intended to evaluate visual function. It may
i ncl ude a conponent for neasuring macular integrity.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8§ 886.09.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38810, July 25, 2001]

Sec. 886.1120 Opthal m c
caner a.

(a) ldentification. An ophthalmc canera is an AC-powered
device intended to take photographs of the eye and the
surroundi ng ar ea.

(b) Cassification. Cass II.

[55 FR 48441, Nov. 20, 1990]

Sec. 886.1140 Ophthal mc
chair.

(a) ldentification. An ophthalmc chair is an AC powered or
manual device with adjustable positioning in which a patient
Is to sit or recline during ophthal nol ogi cal exam nation or
treat ment.

(b) Cassification. Cass |I. The AC powered device and the
manual device are exenpt fromthe premarket notification
procedures in subpart E of part 807 of this chapter, subject
tothe limtations in 8 886.9. The manual device is also
exenpt fromthe current good manufacturing practice

regul ations in part 820 of this chapter, with the exception
of 8 820.180, with respect to general requirenents
concerning records, and 8 820.198, with respect to conpl ai nt
files.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
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7, 1994: 66 FR 38810, July 25, 2001]

Sec. 886. 1150 Visual acuity
chart.

(a) ldentification. A visual acuity chart is a device that
Is a chart, such as a Snellen chart with block letters or

ot her synbols in graduated sizes, intended to test visual

acuity.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35603,
Sept. 14, 1988; 53 FR 40825, Cct. 18, 1988; 66 FR 38810,
July 25, 2001]

Sec. 886. 1160 Col or vision plate
i 1lum nator.

(a) Identification. A color vision plate illumnator is an
AC-powered device that is a lanp intended to properly
illum nate color vision testing plates. It may include a
filter.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38810, July 25, 2001]
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Sec. 886.1170 Col or vision
tester.

(a) ldentification. A color vision tester is a device that
consi sts of various colored materials, such as col ored yarns
or color vision plates (nulticolored plates which patients
with color vision deficiency would perceive as being of one
color), intended to evaluate col or vision.

(b) Classification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820. 198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35603,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]

Sec. 886.1190
Di stoneter.

(a) ldentification. A distoneter is a device intended to
neasure the di stance between the cornea and a corrective
| ens during refraction to hel p neasure the change of the
visual image when a lens is in place.

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35603,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]
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Sec. 886. 1200 Opt oki netic
drum

(a) ldentification. An optokinetic drumis a drumlike
device covered with alternating white and dark stripes or
pictures that can be rotated on its handle. The device is
intended to elicit and eval uate nystagmus (involuntary rapid
novenent of the eyeball) in patients.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]

Sec. 886. 1220 Cor neal
el ect r ode.

(a) ldentification. A corneal electrode is an AC powered
device, usually part of a special contact |lens, intended to
be applied directly to the cornea to provi de data show ng
the changes in electrical potential in the retina after

el ectroretinography (stinulation by |ight).

(b) Cassification. Cass II.

Sec. 886. 1250
Eut hyscope.
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(a) ldentification. A euthyscope is a device that is a
nodi fi ed AC-powered or battery-powered opht hal noscope (a
perforated mrror device intended to inspect the interior of
the eye) that projects a bright Iight enconpassing an arc of
about 30 degrees onto the fundus of the eye. The center of
the light bundle is blocked by a black di sk covering the
fovea (the central depression of the macul ar retinae where
only cones are present and bl ood vessels are |acking). The
device is intended for use in the treatnent of anblyopia

(di mess of vision wthout apparent disease of the eye).

(b) Cassification. Cass | for the battery powered devi ce.
The battery powered device is exenpt fromthe premarket
notification procedures in subpart E of part 807 of this
chapter, subject to the limtations in 8 886.9. Class Il for
t he AC- powered devi ce.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38810, July 25, 2001]

Sec. 886.1270
Exopht hal nonet er .

(a) ldentification. An exophthal noneter is a device, such as
a ruler, gauge, or caliper, intended to neasure the degree
of exopht hal nos (abnormal protrusion of the eyeball).

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]
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Sec. 886. 1290 Fi xati on
devi ce.

(a) ldentification. A fixation device is an AC-powered
device intended for use as a fixation target for the patient
duri ng opht hal nol ogi cal exam nation. The patient directs his
or her gaze so that the visual imge of the object falls on
the fovea centralis (the center of the nmacular retina of the

eye.)

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38810, July 25, 2001]

Sec. 886.1300 Afterimge
fl asher.

(a) ldentification. An afterimge flasher is an AC powered
light that automatically switches on and off to all ow
performance of an afterinage test in which the patient

i ndi cates the positions of afterinages after the light is
of f. The device is intended to determ ne harnoni ous/

anomal ous retinal correspondence (the condition in which
correspondi ng points on the retina have the sane directional
val ue) .

(b) Classification. Cass II.

[55 FR 48441, Nov. 20, 1990]
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Sec. 886. 1320
For ni xscope.

(a) ldentification. A fornixscope is a device intended to
pul | back and hold open the eyelid to aid exam nation of the
conj uncti va.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]

Sec. 886. 1330 Ansl er
grid.

(a) ldentification. An Ansler grid is a device that is a
series of charts with grids of different sizes that are held
at 30 centineters distance fromthe patient and intended to
rapi dly detect central and paracentral irregularities in the
vi sual field.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]
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Sec. 886.1340
Hapl oscope.

(a) ldentification. A haploscope is an AC powered device

t hat consists of two novabl e view ng tubes, each containing
a slide carrier, alowintensity light source for the
illumnation of the slides, and a high-intensity |ight
source for creating afterimages. The device is intended to
nmeasur e strabi smus (eye nuscl e inbal ance), to assess

bi nocul ar vision (use of both eyes to see), and to treat
suppressi on and anbl yopi a (di nmess of vision w thout any
apparent di sease of the eye).

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 66 FR 38810, July 25, 2001]

Sec. 886. 1350
Ker at oscope.

(a) ldentification. A keratoscope is an AC powered or
battery-powered device intended to neasure and eval uate the
corneal curvature of the eye. Lines and circles within the
ker at oscope are used to observe the corneal reflex. This
generic type of device includes the photokeratoscope which
records corneal curvature by taking photographs of the

cor nea.

(b) The device is exenpt fromthe premarket notification
procedures in subpart E of part 807 of this chapter subject
to § 886.9. The battery-powered device is exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8 820.180 of this
chapter, with respect to general requirenments concerning
records, and 8 820.198 of this chapter, with respect to
conplaint files

[55 FR 48441, Nov. 20, 1990, as anended at 59 FR 63012, Dec.
7, 1994; 65 FR 2320, Jan. 14, 2000]
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Sec. 886.1360 Visual field | aser
i nstrunent.

(a) ldentification. A visual field laser instrunent is an AC
power ed device intended to provide visible |laser radiation

t hat produces an interference pattern on the retina to

eval uate retinal function.

(b) Cassification. Cass II.

Sec. 886. 1375 Bagol i ni
| ens.

(a) ldentification. A Bagolini lens is a device that
consists of a plane |ens containing al nost inperceptible
striations that do not obscure visualization of objects. The
device is placed in a trial frane and intended to determ ne
har noni ous/ anonal ous retinal correspondence (a condition in
whi ch correspondi ng points on the retina have the sane

di rectional val ues).

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]
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Sec. 886.1380 Di agnostic condensi ng
| ens.

(a) ldentification. A diagnostic condensing lens is a device
used in binocul ar indirect ophthal noscopy (a procedure that
produces an inverted or reversed direct magnified i nage of
the eye) intended to focus reflected light fromthe fundus
of the eye.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38810, July 25, 2001]

Sec. 886. 1385 Pol ynet hyl net hacryl ate (PMMVA) di agnostic
contact |ens.

(a) ldentification. A polynethyl nmethacrylate (PMVA)

di agnostic contact lens is a device that is a curved shel
of PMMA intended to be applied for a short period of tine
directly on the gl obe or cornea of the eye for diagnosis or
t herapy of intraocular abnormalities.

(b) Cassification. Cass I1I.

Sec. 886. 1390 Fl exi bl e di agnostic Fresnel
| ens.
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(a) ldentification. A flexible diagnostic Fresnel lens is a
device that is a very thin lens which has its surface a
concentric series of increasingly refractive zones. The
device is intended to be applied to the back of the
spectacle | enses of patients with aphakia (absence of the

| ens of the eye).

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]

Sec. 886.1395 Di agnostic Hruby fundus
| ens.

(a) ldentification. A diagnostic Huby fundus lens is a
device that is a 55 diopter lens intended for use in the
exam nation of the vitreous body and the fundus of the eye
under slitlanp illum nation and magnificati on.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]
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Sec. 886. 1400 Maddox
| ens.

(a) ldentification. A Maddox lens is a device that is a
series of red cylinders that change the size, shape, and
color of an inmage. The device is intended to be handheld or
placed in a trial frame to eval uate eye nuscle dysfunction.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]

Sec. 886.1405 Ophthalmc trial |ens
set.

(a) ldentification. An ophthalmc trial lens set is a device
that is a set of |l enses of various dioptric powers intended
to be handheld or inserted in a trial frame for vision
testing to determ ne refraction.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 61 FR 1124, Jan.
16, 1996; 66 FR 38811, July 25, 2001]
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Sec. 886.1410 Ophthalmc trial |ens
clip.

(a) ldentification. An ophthalmc trial lens clipis a
device intended to hold prisnms, spheres, cylinders, or
occluders on a trial frame or spectacles for vision testing.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]

Sec. 886.1415 Ophthalmc trial |ens
frame.

(a) ldentification. An opthalmc trial lens frane is a
mechani cal device intended to hold trial |enses for vision
testing.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]
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Sec. 886. 1420 Ophthal mc | ens
gauge.

(a) ldentification. An ophthalmc |lens gauge is a calibrated
device intended to manual ly neasure the curvature of a
spectacl e | ens.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35604,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]

Sec. 886.1425 Lens neasuring
I nstrunent.

(a) ldentification. A lens neasuring instrunent is an AC
power ed device intended to neasure the power of |enses,
prisnms, and their centers (e.g., |lensoneter).

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38811, July 25, 2001]

Sec. 886. 1430 Ophthal m c contact |ens radi us nmeasuring
devi ce.
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(a) ldentification. An ophthal mc contact |ens radius
nmeasuring device is an AC- powered device that is a

m croscope and dial gauge intended to neasure the radius of
a contact |ens.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8§ 886.9.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38811, July 25, 2001]

Sec. 886. 1435 Maxwel |
spot .

(a) ldentification. A Maxwell spot is an AC powered device
that is a light source with a red and blue filter intended
to test macul ar function.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38811, July 25, 2001]

Sec. 886. 1450 Corneal radius measuring
devi ce.

(a) ldentification. A corneal radius neasuring device is an
AC- power ed device intended to neasure corneal size by
superinposing the image of the cornea on a scale at the
focal length of the lens of a small, hand held, single tube
penscope or eye gauge magnifier.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9, only when the device does not

i ncl ude conputer software in the unit or topographers.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
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7, 1994: 66 FR 38811, July 25, 2001]

Sec. 886. 1460 Stereopsis nmeasuring
I nstrunment.

(a) ldentification. A stereopsis neasuring instrunent is a
device intended to neasure depth perception by illum nation
of objects placed on different planes.

(b) Classification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]

Sec. 886. 1500 Headband
mrror.

(a) ldentification. A headband mrror is a device intended
to be strapped to the head of the user to reflect light for
use in exam nation of the eye.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38811, July 25, 2001]
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Sec. 886. 1510 Eye novenent
noni t or.

(a) ldentification. An eye novenent nonitor is an AC powered
device with an el ectrode i ntended to neasure and record
ocul ar novenents.

(b) Cassification. Cass I1I.

Sec. 886. 1570
Opht hal noscope.

(a) ldentification. An ophthal noscope is an AC-powered or
batt ery- powered device containing illumnation and vi ew ng
optics intended to exam ne the nedia (cornea, aqueous, |ens,
and vitreous) and the retina of the eye.

(b) Cassification. Cass I1I.

Sec. 886. 1605
Peri neter.

(a) ldentification. A perineter is an AC powered or nmanual
device intended to determ ne the extent of the peripheral
visual field of a patient. The device projects light on
vari ous points of a curved surface, and the patient

i ndi cates whether he or she sees the |ight.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8 820.180, with
respect to general requirenents concerning records, and §
820. 198, wth respect to conplaint files.

[55 FR 48442, Nov. 20, 1990, as anended at 66 FR 38811, July
25, 2001]
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Sec. 886. 1630 AC- power ed
phot osti rmul at or.

(a) ldentification. An AC- powered photostimulator is an AC
power ed device intended to provide |ight stinmulus which
al | ows neasurenent of retinal or visual function by
perceptual or electrical nmethods (e.g., stroboscope).

(b) Classification. Cass II.

Sec. 886. 1640 Ophthal m c
preanplifier.

(a) Identification. An ophthalmc preanplifier is an AC
powered or battery-powered device intended to anplify

el ectrical signals fromthe eye in el ectroretinography
(recording retinal action currents fromthe surface of the
eyebal|l after stimulation by light), electroocul ography
(testing for retinal dysfunction by conparing the standing
potential in the front and the back of the eyeball), and

el ectromyography (recording electrical currents generated in
active nuscle).

(b) Cassification. Cass II.

Sec. 886. 1650 Opht hal m ¢ bar
prism

(a) ldentification. An ophthalmc bar prismis a device that
is a bar conposed of fused prisnms of gradually increasing
strengths intended to neasure |atent and manifest strabisnus
(eye muscl e deviation) or the power of fusion of a patient s
eyes.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820.198, wth respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
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Sept. 14, 1988; 66 FR 38812, July 25, 2001]

Sec. 886. 1655 Opht hal m ¢ Fresnel
prism

(a) ldentification. An ophthal mc Fresnel prismis a device
that is a thin plastic sheet with enbossed rulings which
provi des the optical effect of a prism The device is
intended to be applied to spectacle lenses to give a
prismatic effect.

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38812, July 25, 2001]

Sec. 886. 1660 Goni oscopic
prism

(a) ldentification. A gonioscopic prismis a device that is
a prismintended to be placed on the eye to study the
anterior chanber. The device nmay have angled mrrors to
facilitate visualization of anatom cal features.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 59 FR 63013, Dec. 7, 1994; 66 FR 38812, July
25, 2001]
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Sec. 886. 1665 Ophthalmc rotary
prism

(a) ldentification. An ophthalmc rotary prismis a device
Wi th various prismatic powers intended to be handhel d and
used to nmeasure ocular deviation in patients with latent or
mani f est strabi snus (eye nuscl e deviation).

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38812, July 25, 2001]

Sec. 886. 1670 Ophthal m c isotope uptake
pr obe.

(a) ldentification. An ophthal mc isotope uptake probe is an
AC- power ed device intended to neasure, by a probe which is
placed in close proximty to the eye, the uptake of a
radi oi sot ope (phosphorus 32) by tunors to detect tunor
masses on, around, or within the eye.

(b) Cassification. Class II.

Sec. 886. 1680 Ophthal m c
proj ect or.
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(a) ldentification. An ophthalmc projector is an AC powered
device intended to project an inmage on a screen for vision
testing.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38812, July 25, 2001]

Sec. 886. 1690
Pupi I | ogr aph.

(a) ldentification. A pupillograph is an AC powered device
i ntended to neasure the pupil of the eye by reflected |ight
and record the responses of the pupil

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38812, July 25, 2001]

Sec. 886.1700
Pupi | | onet er.

(a) ldentification. A pupilloneter is an AC powered or
manual device intended to neasure by reflected |ight the
wi dth or dianeter of the pupil of the eye.

(b) Cassification. Cass | (general controls). The AC
power ed devi ce and the nmanual device are exenpt fromthe
premar ket notification procedures in subpart E of part 807
of this chapter, subject to the |[imtations in 8 886.9. The
manual device is also exenpt fromthe current good

manuf acturing practice regulations in part 820 of this
chapter, with the exception of 8§ 820.180, with respect to
general requirenents concerning records, and 8 820.198, with
respect to conplaint files.
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[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38812, July 25, 2001]

Sec. 886. 1750 Ski ascopic
rack.

(a) ldentification. A skiascopic rack is a device that is a
rack and a set of attached ophthal mic | enses of various
dioptric strengths intended as an aid in refraction.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 61 FR 1124, Jan.
16, 1996; 66 FR 38812, July 25, 2001]

Sec. 886. 1760 Ophthal mic
refractoneter.

(a) ldentification. An ophthalmc refractonmeter is an
automati ¢ AC-powered device that consists of a fixation
system a neasurenent and recording system and an alignnent
systemintended to nmeasure the refractive power of the eye
by neasuring light reflexes fromthe retina.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 61 FR 1124, Jan.
16, 1996; 66 FR 38812, July 25, 2001]
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Sec. 886.1770 Manual
refractor.

(a) ldentification. A manual refractor is a device that is a
set of lenses of varous dioptric powers intended to neasure
the refractive error of the eye.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38812, July 25, 2001]

Sec. 886.1780
Ret i noscope.

(a) ldentification. A retinoscope is an AC powered or
battery-powered device intended to neasure the refracti on of
the eye by illumnating the retina and noting the direction
of nmovenent of the light on the retinal surface and of the
refraction by the eye of the energent rays.

(b) Cassification. (1) Cass Il (special controls) for the
AC- power ed devi ce.

(2) Cass | (general controls) for the battery-powered
device. The class | battery-powered device is exenpt from
the premarket notification procedures in subpart E of part
807 of this chapter subject to 8 886.9. The battery-powered
device is exenpt fromthe current good manufacturing
practice regulations in part 820 of this chapter, with the
exception of 8§ 820.180 of this chapter, with respect to
general requirements concerning records, and 8§ 820.198 of
this chapter, with respect to conplaint files.

[55 FR 48442, Nov. 20, 1990; 55 FR 51799, Dec. 17, 1990, as
anended at 65 FR 2320, Jan. 14, 2000]
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Sec. 886. 1790 Near poi nt
rul er.

(a) Identification. A nearpoint ruler is a device calibrated
in centineters intended to neasure the nearpoint of
convergence (the point to which the visual |ines are

di rected when convergence is at its nmaxi mum.

(b) Classification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 53 FR 40825, Cct. 18, 1988; 66 FR 38812,
July 25, 2001]

Sec. 886. 1800 Schi r mer
strip.

(a) ldentification. A Schirmer strip is a device nmade of
filter paper or simlar material intended to be inserted
under a patient s lower eyelid to stinmulate and eval uate
formati on of tears.

(b) Cassification. Cass | (general controls). If the
device is made of the same materials that were used in the
devi ce before May 28, 1976, the device is exenpt fromthe
premar ket notification procedures in subpart E of part 807
of this chapter, subject to the [imtations in 8 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38812, July 25, 2001]
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Sec. 886.1810 Tangent screen
(canpi neter).

(a) ldentification. A tangent screen (canpineter) is an AC
powered or battery-powered device that is a | arge square
cloth chart with a central mark of fixation intended to map
on a flat surface the central 30 degrees of a patient s
visual field. This generic type of device includes

proj ection tangent screens, target tangent screens and
targets, felt tangent screens, and stereo canpi neters.

(b) Cassification. Cass | (general controls). The AC
power ed devi ce and the battery-powered device are exenpt
fromthe premarket notification procedures in subpart E of
part 807 of this chapter, subject to the limtations in 8§
886.9. The battery-powered device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and §
820. 198, with respect to conplaint files.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38812, July 25, 2001]

Sec. 886.1840 Simulatan (including crossed
cylinder).

(a) ldentification. A sinulatan (including crossed cylinder)
Is a device that is a set of pairs of cylinder |enses that
provi des various equal plus and m nus refractive strengths.
The | enses are arranged so that the user can exchange the
positions of plus and m nus cylinder |enses of equal
strengths. The device is intended for subjective refraction
(refraction in which the patient judges whether a given
object is clearly in focus, as the exam ner uses different

| enses).

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.
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[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35605,
Sept. 14, 1988; 66 FR 38812, July 25, 2001]

Sec. 886. 1850 AC-powered slitlanp
bi om croscope.

(a) ldentification. An AC-powered slitlanp bi om croscope is
an AC-powered device that is a mcroscope intended for use
in eye exam nation that projects into a patient s eye

t hrough a control diaphragma thin, intense beam of |ight.

(b) Cassification. Cass II.

Sec. 886.1860 Opht hal m ¢ instrunent
st and.

(a) ldentification. An ophthalmc instrunent stand is an AC
power ed or nonpowered device intended to store ophthalnmc
instrunments in a readily accessible position.

(b) Cassification. Class | (general controls). The AC
power ed device and the battery-powered device are exenpt
fromthe premarket notification procedures in subpart E of
part 807 of this chapter, subject to the limtations in §
886.9. The battery-powered device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38812, July 25, 2001]
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Sec. 886. 1870
St er eoscope.

(a) ldentification. A stereoscope is an AC powered or
battery-powered device that conbi nes the i nages of two
simlar objects to produce a three-di nensional appearance of
solidity and relief. It is intended to neasure the angl e of
strabi smus (eye nuscl e devi ation), eval uate bi nocul ar vi sion
(usage of both eyes to see), and guide a patient s
corrective exercises of eye nuscles.

(b) Cassification. Cass | (general controls). The AC
power ed device and the battery-powered device are exenpt
fromthe premarket notification procedures in subpart E of
part 807 of this chapter, subject to the limtations in §
886.9. The battery-powered device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[55 FR 48442, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38813, July 25, 2001]

Sec. 886.1880 Fusion and stereoscopic
target.

(a) ldentification. A fusion and stereoscopic target is a
device intended for use as a viewing object with a
stereoscope (8 886.1870).

(b) Classification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 66 FR 38813, July 25, 2001]
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Sec. 886.1905 Nyst agmnus
t ape.

(a) ldentification. Nystagnus tape is a device that is a

| ong, narrow strip of fabric or other flexible material on
which a series of objects are printed. The device is

i ntended to be noved across a patient s field of vision to
elicit optokinetic nystagnus (abnormal and irregul ar eye
novenents) and to test for blindness.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 66 FR 38813, July 25, 2001]

Sec. 886.1910 Spectacle dissociation test
system

(a) ldentification. A spectacle dissociation test systemis
an AC-powered or battery-powered device, such as a Lancaster
test system that consists of a |ight source and vari ous
filters, usually red or green filters, intended to

subj ectively neasure inbal ance of ocul ar nuscl es.

(b) Cassification. Class | (general controls). The AC
power ed device and the battery-powered device are exenpt
fromthe premarket notification procedures in subpart E of
part 807 of this chapter, subject to the limtations in §
886.9. The battery-powered device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, with
respect to general requirenents concerning records, and §
820. 198, wth respect to conplaint files.

[55 FR 48442, Nov. 20, 1990; 55 FR 51799, Dec. 17, 1990, as
amended at 59 FR 63013, Dec. 7, 1994; 66 FR 38813, July 25,
2001]
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Sec. 886. 1930 Tononeter and
accessori es.

(a) ldentification. A tononeter and accessories is a manual
devi ce intended to nmeasure intraocul ar pressure by applying
a known force on the gl obe of the eye and neasuring the
anount of indentation produced (Schiotz type) or to neasure
i ntraocul ar tension by applanation (applying a small flat
disk to the cornea). Accessories for the device may include
a tononeter calibrator or a tonograph recording system The
device is intended for use in the diagnosis of glaucom

(b) Cassification. Cass II.

Sec. 886. 1940 Tononeter
sterilizer.

(a) ldentification. A tononeter sterilizer is an AC-powered
device intended to heat sterilize a tononeter (a device used
to neasure intraocul ar pressure).

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter subject to § 886.09.

[55 FR 48443, Nov. 20, 1990, as anended at 65 FR 2321, Jan.
14, 2000]

Sec. 886. 1945
Transil |l um nat or.

(a) ldentification. A transillumnator is an AC powered or
battery-powered device that is a |ight source intended to
transmt |ight through tissues to aid exam nation of
patients.

(b) Cassification. Class | for the battery-powered device.
The battery-powered device is also exenpt fromthe premarket
notification procedures in subpart E of part 807 of this
chapter, subject to the limtations in 8 886.9. Class Il for
t he AC-powered devi ce.

[55 FR 48443, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38813, July 25, 2001]
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Subpart C [ Reserved]

Subpart D -- Prosthetic Devices

Sec. 886.3100 Ophthal m ¢ tantal um
clinp.

(a) ldentification. An ophthalmc tantalumclip is a
mal | eabl e netallic device intended to be inplanted
permanently or tenporarily to bring together the edges of a
wound to aid healing or prevent bleeding fromsmall blood
vessels in the eye.

(b) Cassification. Cass Il (special controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter subject to 8§ 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 63 FR 59230, Nov.
3, 1998]

Sec. 886.3130 Ophthal mic
conf or mer.

(a) ldentification. An ophthalmc conforner is a device
usual |y made of nol ded plastic intended to be inserted
tenporarily between the eyeball and eyelid to naintain space
in the orbital cavity and prevent closure or adhesions
during the healing process follow ng surgery. ]

(b) Cassification. Class Il (special controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter subject to 8§ 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 63 FR 59230, Nov.
3, 1998]
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Sec. 886.3200 Artificial
eye.

(a) ldentification. An artificial eye is a device resenbling
the anterior portion of the eye, usually nade of glass or
plastic, intended to be inserted in a patient s eye socket
anterior to an orbital inplant, or the eviscerated eyeball,
for cosnetic purposes. The device is not intended to be

i npl ant ed.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8§ 886.9, if the device is nmade fromthe sane
materi als, has the sane chem cal conposition, and uses the
same manufacturing processes as currently legally nmarketed
devi ces.

[61 FR 1124, Jan. 16, 1996, as anended at 66 FR 38813, July
25, 2001]

Sec. 886. 3300 Absorbable inplant (scleral buckling
nmet hod) .

(a) ldentification. An absorbable inplant (scleral buckling
method) is a device intended to be inplanted on the sclera
to aid retinal reattachnent.

(b) Cassification. Cass I1I.

Sec. 886.3320 Eye sphere
I mpl ant .

(a) ldentification. An eye sphere inplant is a device
intended to be inplanted in the eyeball to occupy space
followi ng the renpval of the contents of the eyeball with
the sclera left intact.

(b) Cassification. Cass I1.
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Sec. 886.3340 Extraocul ar orbital
i mpl ant .

(a) ldentification. An extraocular orbital inplant is a
nonabsor babl e device intended to be inplanted during scleral
surgery for buckling or building up the floor of the eye,
usually in conjunction with retinal reattachnment. Injectable
subst ances are excl uded.

(b) Cassification. Cass II.

Sec. 886. 3400
Ker at opr ost hesi s.

(a) ldentification. A keratoprosthesis is a device intended
to provide a transparent optical pathway through an

opaci fied cornea, either intraoperatively or permanently, in
an eye that is not a reasonable candidate for a cornea
transpl ant .

(b) Cassification. Class Il. The special controls for this
device are FDA's:

(1) “Use of International Standard |ISO 10993 ‘ Bi ol ogi ca
Eval uati on of Medical Devices—Part |: Eval uati on and
Testing,’ ”

(2) “510(k) Sterility Review Guidance of 2/12/90 (K90-1),”
and

(3) “@uidance on 510(k) Subm ssions for Keratoprostheses.”

[65 FR 17147, Mar. 31, 2000]
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Sec. 886. 3600 | ntraocul ar
| ens.

(a) ldentification. An intraocular lens is a device nade of
materials such as glass or plastic intended to be inplanted
to replace the natural |ens of an eye.

(b) Cassification. Cass Il1I.

(c) Date PVA or notice of conpletion of a PDP is required.
As of May 28, 1976, an approval under section 515 of the act
is required before this device may be comercially
distributed. See § 886. 3.

Sec. 886.3800 Scl eral
shel | .

(a) ldentification. A scleral shell is a device made of
glass or plastic that is intended to be inserted for short
time periods over the cornea and proxi mal -cornea sclera for
cosnetic or reconstructive purposes. An artificial eye is
usual |y painted on the device. The device is not intended to
be i npl ant ed.

(b) Cassification. Cass Il (special controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter subject to 8§ 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 63 FR 59230, Nov.
3, 1998]

Sec. 886.3920 Aqueous
shunt .
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(a) ldentification. An aqueous shunt is an inplantable
device intended to reduce intraocul ar pressure in the
anterior chanber of the eye in patients with neovascul ar
gl aucoma or with glaucoma when nedi cal and conventi onal
surgical treatnents have fail ed.

(b) Cassification. Cass Il. The special controls for this
devi ce are FDA's:

(1) “Use of International Standard |ISO 10993 ‘ Bi ol ogi ca
Eval uati on of Medical Devices—Part |: Evaluation and
Testing,’ ”

(2) “510(k) Sterility Review Gui dance of 2/12/90 (K90-1),”
and

(3) “Aqueous Shunts-510(k) Subm ssions.”

[65 FR 17147, WMar. 31, 2000, as anended at 66 FR 18542, Apr.
10, 2001]

Subpart E -- Surgical Devices

Sec. 886. 4070 Power ed cor neal
burr.

(a) ldentification. A powered corneal burr is an AC-powered
or battery-powered device that is a notor and drilling tool
I ntended to renove rust rings fromthe cornea of the eye.

(b) Cassification. Cass | (general controls). Wen

I ntended only for rust ring renoval, the device is exenpt
fromthe premarket notification procedures in subpart E of
part 807 of this chapter subject to 8§ 886.09.

[55 FR 48443, Nov. 20, 1990; 55 FR 51799, Dec. 17, 1990, as
anended at 65 FR 2321, Jan. 14, 2000]
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Sec. 886.4100 Radi of requency el ectrosurgical cautery
appar at us.

(a) ldentification. A radiofrequency el ectrosurgical cautery
apparatus is an AC powered or battery-powered device

I ntended for use during ocular surgery to coagul ate tissue
or arrest bleeding by a high frequency electric current.

(b) Classification. Cass II.

Sec. 886.4115 Thermal cautery
unit.

(a) ldentification. A thermal cautery unit is an AC powered
or battery-powered device intended for use during ocul ar
surgery to coagul ate tissue or arrest bl eeding by heat
conducted through a wire tip.

(b) Cassification. Cass I1I.

Sec. 886.4150 Vitreous aspiration and cutting
I nstrunment .

(a) ldentification. A vitreous aspiration and cutting
instrunment is an electrically powered device, which may use
ul trasound, intended to renobve vitreous matter fromthe
vitreous cavity or renove a crystalline |ens.

(b) Cassification. Cass I1.

Sec. 886.4170 Cryophthal m c
unit.

(a) ldentification. A cryophthalmc unit is a device that is
a probe with a small tip that becones extrenely cold through
the controlled use of a refrigerant or gas. The devi ce may
be AC-powered. The device is intended to renove cataracts by
the formati on of an adherent ice ball in the lens, to freeze
the eye and adjunct parts for surgical renoval of scars, and
to freeze tunors.

(b) Cassification. Class II.

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cf CFR/CFRSearch.cfm?CFRPart=886& showFR=1 (41 of 61)7/20/2005 5:38:19 PM




FDA > CDRH > CFR Title 21 Database Search

Sec. 886.4230 Ophthal mc knife test
drum

(a) ldentification. An ophthalmc knife test drumis a
device intended to test the keenness of ophthal m c surgical
kni ves to determ ne whet her resharpening i s needed.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 66 FR 38813, July 25, 2001]

Sec. 886.4250 Ophthal mc el ectrolysis
unit.

(a) ldentification. An ophthalmc electrolysis unit is an AC
powered or battery-powered device intended to destroy ocul ar
hair follicles by applying a galvanic electrical current.

(b) Cassification. Class | for the battery-powered devi ce.
Cass Il for the AC powered device. The battery-powered
device is exenpt fromthe premarket notification procedures
in subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48443, Nov. 20, 1990, as anended at 59 FR 63013, Dec.
7, 1994; 66 FR 38813, July 25, 2001]
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Sec. 886.4270 | ntraocul ar
gas.

(a) ldentification. An intraocular gas is a device
consisting of a gaseous fluid intended to be introduced into
the eye to place pressure on a detached retina.

(b) Cassification. Cass IlI.

(c) Date PVA or notice of conpletion of a PDP is required.
As of May 28, 1976, an approval under section 515 of the act
I's required before this device may be commercially

di stributed. See § 886. 3.

Sec. 886.4275 | ntraocul ar
fluid.

(a) ldentification. An intraocular fluid is a device

consi sting of a nongaseous fluid intended to be introduced
into the eye to aid performance of surgery, such as to

mai ntai n anterior chanber depth, preserve tissue integrity,
protect tissue fromsurgical trauma, or function as a

t anponade during retinal reattachnent.

(b) Cassification. Class Il1I.

(c) Date PVA or notice of conpletion of a PDP is required.
As of May 28, 1976, an approval under section 515 of the act
Is required before this device may be comercially
distributed. See § 886. 3.

Sec. 886.4280 I ntraocul ar pressure neasuring
devi ce.
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(a) ldentification. An intraocul ar pressure neasuring device
I's a manual or AC-powered device intended to neasure

I ntraocul ar pressure. Al so included are any devices found by
FDA to be substantially equivalent to such devi ces.
Accessories for the device may include calibrators or
recorders. The device is intended for use in the diagnosis
of gl auconma.

(b) Cassification. Cass Il1I.

(c) Date PMA or notice of conpletion of PDP is required. As
of May 28, 1976, an approval under section 515 of the act is
required before this device nmay be commercially distributed.
See § 886. 3.

Sec. 886.4300 I ntraocul ar | ens
gui de.

(a) ldentification. An intraocular |lens guide is a device
intended to be inserted into the eye during surgery to
direct the insertion of an intraocul ar | ens and be renoved
after insertion is conpleted.

(b) Cassification. Cass | (general controls). Except when
used as folders or injectors for soft or foldable

I ntraocul ar | enses, the device is exenpt fromthe prenarket
notification procedures in subpart E of part 807 of this
chapter subject to § 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 65 FR 2321, 2000]

Sec. 886.4335 Operating
headl anp.
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(a) Identification. An operating headl anp is an AC powered
or battery-powered device intended to be worn on the user s
head to provide a |light source to aid visualization during
surgi cal, diagnostic, or therapeutic procedures.

(b) Cassification. Class | for the battery-powered device.
Class Il for the AC- powered device. The battery-powered
device is exenpt fromthe premarket notification procedures
in subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48443, Nov. 20, 1990, as anended at 66 FR 38813, July
25, 2001]

Sec. 886.4350 Manual ophthal m c surgical
I nstrunment .

(a) ldentification. A manual ophthal m c surgical instrunent
i s a nonpower ed, handhel d device intended to aid or perform
opht hal mi ¢ surgical procedures. This generic type of device
i ncl udes the manual corneal burr, ophthal mi c caliper,

opht hal m ¢ cannul a, eyelid clanp, ophthal mc nuscle clanp,
iris retractor clip, orbital conpressor, ophthal mc curette,
cystotone, orbital depressor, lachrymal dilator, erisophake,
expressor, ophthal mc forcep, ophthal m c hook, sphere

I ntroducer, ophthal mc knife, ophthal mc suturing needle,

| achrymal probe, trabecul otony probe, cornea-sclera punch,
ophthal mc retractor, ophthalmc ring (Flieringa), |achrynal
sac rongeur, ophthal m c scissors, enucleating snare,

opht hal m ¢ spatul a, ophthal m c specul a, ophthal mc spoon,
opht hal m ¢ spud, trabecul otonme or ophthal m ¢ nanua

trephi ne.

(b) Classification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8§ 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 59 FR 63013, Dec. 7, 1994; 60 FR 15872, Mar.
28, 1995; 66 FR 38813, July 25, 2001]
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Sec. 886.4360 Ocul ar surgery irrigation
devi ce.

(a) ldentification. An ocular surgery irrigation device is a
devi ce intended to be suspended over the ocular area during
ophthal mic surgery to deliver continuous, controlled
irrigation to the surgical field.

(b) Cassification. Class | (general controls). The device
I's exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 59 FR 63013, Dec. 7, 1994; 66 FR 38813, July
25, 2001]

Sec. 886.4370
Ker at one.

(a) ldentification. A keratome is an AC-powered or battery-
power ed device intended to shave tissue fromsections of the
cornea for a lamellar (partial thickness) transplant.

(b) Cassification. Cass |I.

[55 FR 48443, Nov. 20, 1990]

Sec. 886.4390 Ophthal mc
| aser.

(a) ldentification. An ophthalmc |laser is an AC- powered
device intended to coagulate or cut tissue of the eye,
orbit, or surrounding skin by a |aser beam

(b) Cassification. Cass II.
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Sec. 886.4392 Nd: YAG | aser for posterior capsul otony and
peri pheral iridotony.

(a) ldentification. The Nd: YAG | aser for posterior

capsul otony and peri pheral iridotony consists of a node-

| ocked or Q@ switched solid state Nd: YAG | aser intended for
di sruption of the posterior capsule or the iris via optical
breakdown. The Nd: YAG | aser generates short pul se, | ow
energy, high power, coherent optical radiation. Wen the

| aser output is conmbined with focusing optics, the high

i rradi ance at the target causes tissue disruption via
optical breakdown. A visible aimng systemis utilized to
target the invisible Nd: YAG | aser radiation on or in close
proximty to the target tissue.

(b) Cassification. Class Il (special controls). Design
Paraneters: Device nust emt a |aser beamw th the follow ng
paraneters: wavel ength = 1064 nanoneters; spot size = 50 to
100 micros; pulse width = 3 to 30 nanoseconds; out put energy
per pulse = 0.5to 15 mllijoules (m]); repetition rate =1
to 10 pul ses; and total energy = 20 to 120 mJ.

[65 FR 6894, Feb. 11, 2000]

Sec. 886. 4400 El ectronic netal
| ocat or.

(a) ldentification. An electronic netal |ocator is an AC
power ed device with probes intended to | ocate netallic
foreign bodies in the eye or eye socket.

(b) Cassification. Cass II.

Sec. 886. 4440 AC- powered
magnet .

(a) ldentification. An AC-powered magnet is an AC-powered
devi ce that generates a nmagnetic field intended to find and
remove netallic foreign bodies fromeye tissue.

(b) Cassification. Cass I1I.

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cf CFR/CFRSearch.cfm?CFRPart=886& showFR=1 (47 of 61)7/20/2005 5:38:19 PM




FDA > CDRH > CFR Title 21 Database Search

Sec. 886. 4445 Per manent
magnet .

(a) ldentification. A permanent nmagnet is a nonelectric
devi ce that generates a nmagnetic field intended to find and
remove netallic foreign bodies fromeye tissue.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820. 198, wth respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 66 FR 38813, July 25, 2001]

Sec. 886.4570 Opht hal m ¢ surgi cal
mar ker .

(a) ldentification. An ophthal mc surgical marker is a
device intended to mark by use of ink, dye, or indentation
the |l ocation of ocular or scleral surgical manipul ation.

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 59 FR 63013, Dec. 7, 1994; 66 FR 38813, July
25, 2001]
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Sec. 886.4610 Ocul ar pressure
appl i cator.

(a) ldentification. An ocul ar pressure applicator is a
manual device that consists of a sphygnmomanoneter-type
squeeze bul b, a dial indicator, a band, and bell ows,

I ntended to apply pressure on the eye in preparation for
opht hal m ¢ surgery.

(b) Cassification. Cass II.

Sec. 886.4670 Phacofragnentation
system

(a) ldentification. A phacofragnentation systemis an AC
power ed device with a fragnenting needle intended for use in
cataract surgery to disrupt a cataract with ultrasound and
extract the cataract.

(b) Cassification. Cass I1I.

Sec. 886. 4690 Ophthal mc
phot ocoagul at or.

(a) ldentification. An ophthal m c photocoagul ator is an AC
power ed device intended to use the energy from an extended
noncoherent |ight source to occlude bl ood vessels of the
retina, choroid, or iris.

(b) Cassification. Cass Il

Sec. 886.4750 Ophthal m c eye
shi el d.
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(a) ldentification. An ophthalmc eye shield is a device
that consists of a plastic or alum num eye covering intended
to protect the eye or retain dressing materials in place.

(b) Cassification. Cass | (general controls). Wen nmade
only of plastic or alum num the device is exenpt fromthe
premar ket notification procedures in subpart E of part 807
of this chapter subject to § 886.9. Wien nmade only of
plastic or alumnum the devices are exenpt fromthe current
good manufacturing practice regulations in part 820 of this
chapter, with the exception of 8§ 820.180 of this chapter,
with respect to general requirements concerning records, and
8§ 820.198 of this chapter, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 59 FR 63014, Dec.
7, 1994; 65 FR 2321, Jan. 14, 2000]

Sec. 886.4770 Opht hal m c operating spectacl es
(1 oupes).

(a) ldentification. Ophthal m c operating spectacles (| oupes)
are devices that consist of convex | enses or |ens systens

I ntended to be worn by a surgeon to magni fy the surgical
site during ophthal mc surgery.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35606,
Sept. 14, 1988; 66 FR 38813, July 25, 2001]
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Sec. 886.4790 Ophthal mc
sponge.

(a) ldentification. An ophthal mc sponge is a device that is
an absorbant sponge, pad, or spear nmade of fol ded gauze,
cotton, cellulose, or other material intended to absorb
fluids fromthe operative field in ophthal m c surgery.

(b) Classification. Cass II.

Sec. 886. 4855 Opht hal m ¢ instrunent
t abl e.

(a) ldentification. An ophthalmc instrunent table is an AC
power ed or manual device on which ophthal mic instrunents are
i ntended to be pl aced.

(b) Cassification. Cass | (general controls). The AC
power ed device and the nmanual device are exenpt fromthe
premar ket notification procedures in subpart E of part 807
of this chapter, subject to the limtations in § 886.9. The
manual device is also exenpt fromthe current good

manuf acturing practice regulations in part 820 of this
chapter, wth the exception of 8§ 820.180, wth respect to
general requirenents concerning records, and § 820.198, with
respect to conplaint files.

[55 FR 48443, Nov. 20, 1990, as anended at 59 FR 63014, Dec.
7, 1994; 66 FR 38814, July 25, 2001]

Subpart F -- Therapeutic Devices

Sec. 886.5100 Opht hal m c beta radiation
sour ce.

(a) ldentification. An ophthal m c beta radiation source is a
device intended to apply superficial radiation to benign and
mal i gnant ocul ar growt hs.

(b) Cassification. Cass I1I.
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Sec. 886.5120 Low power binocul ar
| oupe.

(a) ldentification. A | ow power binocular |oupe is a device
t hat consists of two eyepieces, each with a lens or |ens
system intended for nedical purposes to magnify the

appear ance of objects.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]

Sec. 886.5420 Contact |lens inserter/
renover.

(a) ldentification. A contact lens inserter/renover is a
handhel d device intended to insert or renove contact |enses
by surface adhesi on or suction.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]
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Sec. 886.5540 Low- vi sion
magni fier.

(a) ldentification. Alowvision magnifier is a device that
consists of a magnifying lens intended for use by a patient
who has inpaired vision. The device may be held in the hand
or attached to spectacl es.

(b) Classification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and §
820. 198, wth respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]

Sec. 886.5600 Ptosis
crut ch.

(a) ldentification. A ptosis crutch is a device intended to
be nmounted on the spectacles of a patient who has ptosis
(drooping of the upper eyelid as a result of faulty

devel opnent or paralysis) to hold the upper eyelid open.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820. 198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]
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Sec. 886. 5800 Opht hal m ¢ bar
reader.

(a) ldentification. An ophthal mc bar reader is a device
that consists of a magnifying |lens intended for use by a
patient who has inpaired vision. The device is placed
directly onto reading material to magnify print.

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of 8§ 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]

Sec. 886.5810 Ophthal mc prism
reader.

(a) Identification. An ophthalmc prismreader is a device
I ntended for use by a patient who is in a supine position to
change the angle of print to aid reading.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]
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Sec. 886.5820 Closed-circuit tel evision reading
system

(a) ldentification. A closed-circuit television reading
systemis a device that consists of a | ens, video canera,
and video nonitor that is intended for use by a patient who
has subnormal vision to magnify reading nmaterial .

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48443, Nov. 20, 1990, as anended at 59 FR 63014, Dec.
7, 1994; 66 FR 38814, July 25, 2001]

Sec. 886.5840 Magni fying
spect acl es.

(a) ldentification. Magnifying spectacles are devices that
consi st of spectacle franes with convex | enses intended to
be worn by a patient who has inpaired vision to enl arge

| mages.

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 866.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 59 FR 63014, Dec. 7, 1994; 66 FR 38814, July
25, 2001]
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Sec. 886.5842 Spectacle
frame.

(a) ldentification. A spectacle frane is a device nade of
metal or plastic intended to hold prescription spectacle
| enses worn by a patient to correct refractive errors.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[ 52 FR 33355, Sept. 2, 1987, as anended at 59 FR 63014, Dec.
7, 1994; 66 FR 38814, July 25, 2001]

Sec. 886.5844 Prescription spectacle
| ens.

(a) ldentification. A prescription spectacle lens is a glass
or plastic device that is a lens intended to be worn by a
patient in a spectacle frane to provide refractive
corrections in accordance with a prescription for the
patient. The device may be nodified to protect the eyes from
bright sunlight (i.e., prescription sungl asses).

Prescription sunglass | enses may be reflective, tinted,

pol ari zi ng, or photosensitized.

(b) Cassification. Cass | (general controls). The device
I's exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 59 FR 63014, Dec. 7, 1994; 66 FR 38814, July
25, 2001]
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Sec. 886. 5850 Sungl asses
(nonprescription).

(a) ldentification. Sunglasses (nonprescription) are devices
t hat consi st of spectacle frames or clips wth absorbing,
reflective, tinted, polarizing, or photosensitized | enses

i ntended to be worn by a person to protect the eyes from
bright sunlight but not to provide refractive corrections.
This device is usually avail abl e over-the-counter.

(b) Cassification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter subject to § 886.09.

[ 52 FR 33355, Sept. 2, 1987, as anended at 65 FR 2321, 2000]

Sec. 886.5870 Low vi sion
t el escope.

(a) ldentification. A lowvision telescope is a device that
consi sts of an arrangenent of |lenses or mrrors intended for
use by a patient who has inpaired vision to increase the
apparent size of objects. This generic type of device

I ncl udes handhel d or spectacl e tel escopes.

(b) Cassification. Class | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]
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Sec. 886.5900 El ectronic vision
ai d.

(a) ldentification. An electronic vision aid is an AC
power ed or battery-powered device that consists of an

el ectroni c sensor/transducer intended for use by a patient
who has inpaired vision or blindness to translate visual

I mages of objects into tactile or auditory signals.

(b) Classification. Cass | (general controls). The device
is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in § 886.9.

[55 FR 48443, Nov. 20, 1990, as anended at 59 FR 63014, Dec.
7, 1994; 66 FR 38814, July 25, 2001]

Sec. 886.5910 Image intensification vision
ai d.

(a) ldentification. An inage intensification vision aid is a
battery-powered device intended for use by a patient who has
limted dark adaptation or inpaired vision to anplify

anbi ent |ight.

(b) Cassification. Cass | (general controls). The device
Is exenpt fromthe premarket notification procedures in
subpart E of part 807 of this chapter, subject to the
limtations in 8 886.9. The device is al so exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, wth
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[ 52 FR 33355, Sept. 2, 1987, as anended at 53 FR 35607,
Sept. 14, 1988; 66 FR 38814, July 25, 2001]
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Sec. 886.5915 Optical vision
ai d.

(a) ldentification. An optical vision aid is a device that
consists of a magnifying |l ens with an acconpanyi ng AC
powered or battery-powered |ight source intended for use by
a patient who has inpaired vision to increase the apparent
size of object detail.

(b) Cassification. Class | (general controls). The AC
power ed device and the battery-powered device are exenpt
fromthe premarket notification procedures in subpart E of
part 807 of this chapter, subject to the limtations in §
886.9. The battery-powered device is also exenpt fromthe
current good manufacturing practice regulations in part 820
of this chapter, with the exception of § 820.180, with
respect to general requirenents concerning records, and 8§
820.198, with respect to conplaint files.

[55 FR 48443, Nov. 20, 1990, as anended at 59 FR 63014, Dec.
7, 1994; 66 FR 38815, July 25, 2001]

Sec. 886.5916 Rigid gas perneabl e cont act
| ens.

(a) ldentification. Arigid gas perneable contact lens is a
device intended to be worn directly against the cornea of
the eye to correct vision conditions. The device is nmade of
various materials, such as cellul ose acetate butyrate,

pol yacryl ate-silicone, or silicone elastoners, whose nmain
pol ymer nol ecul es generally do not absorb or attract water.

(b) Cassification. (1) Cass Il if the device is intended
for daily wear only.

(2) Aass Il if the device is intended for extended wear.

(c) Date PVA or notice of conpletion of a PDP is required.
As of May 28, 1976, an approval under section 515 of the act
I's required before a device described in paragraph (b)(2) of
this section may be commercially distributed. See § 886. 3.

[52 FR 33355, Sept. 2, 1987, as anended at 59 FR 10284, WMar.
4, 1994]
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Sec. 886.5918 Rigid gas perneabl e contact |ens care
products.

(a) ldentification. Arigid gas perneable contact |ens care
product is a device intended for use in the cleaning,
conditioning, rinsing, lubricating/rewetting, or storing of
a rigid gas perneable contact |ens. This includes al
solutions and tablets used together with rigid gas perneable
contact | enses.

(b) Cassification. Cass Il (Special Controls) Cuidance
Docunent : “Qui dance for Industry Premarket Notification (510
(k)) @uidance Docunent for Contact Lens Care Products.”

[62 FR 30987, June 6, 1997]

Sec. 886.5925 Soft (hydrophilic) contact
| ens.

(a) ldentification. A soft (hydrophilic) contact lens is a
device intended to be worn directly against the cornea and
adj acent linbal and scleral areas of the eye to correct
vision conditions or act as a therapeutic bandage. The
device is made of various polynmer materials the main polyner
nol ecul es of which absorb or attract a certain vol une
(percentage) of water.

(b) Cassification. (1) Cass Il if the device is intended
for daily wear only.

(2) dass Il if the device is intended for extended wear.

(c) Date PVA or notice of conpletion of a PDP is required.
As of May 28, 1976, an approval under section 515 of the act
I's required before a device described in paragraph (b)(2) of
this section nmay be commercially distributed. See § 886. 3.

[ 52 FR 33355, Sept. 2, 1987, as anended at 59 FR 10284, WMar.
4, 1994]
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Sec. 886.5928 Soft (hydrophilic) contact |ens care
products.

(a) ldentification. A soft (hydrophilic) contact |ens care
product is a device intended for use in the cleaning,
rinsing, disinfecting, lubricating/rewetting, or storing of
a soft (hydrophilic) contact |ens. This includes al

sol utions and tablets used together with soft (hydrophilic)
contact |enses and heat disinfecting units intended to

di sinfect a soft (hydrophilic) contact |ens by nmeans of heat.

(b) Cassification. Class Il (Special Controls) CGuidance
Docunent: “Cui dance for Industry Premarket Notification (510
(k)) @uidance Docunent for Contact Lens Care Products.”

[62 FR 30988, June 6, 1997]

Sec. 886.5933
[ Reser ved]

Authority: 21 U.S.C. 351, 360, 360c, 360e, 360j, 371.
Source: 52 FR 33355, Sept. 2, 1987, unl ess otherw se noted.
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