§890.3725

a specialized typewriter, a reading ma-
chine, and a video picture and word
screen.

(b) Classification. Class Il (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §890.9.

[48 FR 53047, Nov. 23, 1983, as amended at 63
FR 59231, Nov. 3, 1998]

§890.3725 Powered
control system.

(a) ldentification. A powered environ-
mental control system is an AC- or
battery-powered device intended for
medical purposes that is used by a pa-
tient to operate an environmental con-
trol function. Examples of environ-
mental control functions include the
following: to control room tempera-
ture, to answer a doorbell or telephone,
or to sound an alarm for assistance.

(b) Classification. Class 1l (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §890.9.

[48 FR 53047, Nov. 23, 1983, as amended at 63
FR 59231, Nov. 3, 1998]

§890.3750 Mechanical table.

(a) ldentification. A mechanical table
is a device intended for medical pur-
poses that has a flat surface that can
be inclined or adjusted to various posi-
tions. It is used by patients with cir-
culatory, neurological, or musculo-
skeletal conditions to increase toler-
ance to an upright or standing posi-
tion.

(b) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §890.9.

[48 FR 53047, Nov. 23, 1983, as amended at 59

FR 63014, Dec. 7, 1994; 66 FR 38817, July 25,
2001]

environmental

§890.3760 Powered table.

(a) Identification. A powered table is a
device intended for medical purposes
that is an electrically operated flat
surface table that can be adjusted to
various positions. It is used by patients
with circulatory, neurological, or mus-
culoskeletal conditions to increase tol-
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erance to an upright or standing posi-
tion.

(b) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §890.9.

[48 FR 53047, Nov. 23, 1983, as amended at 61
FR 1125, Jan. 16, 1996; 66 FR 38817, July 25,
2001]

§890.3790 Cane,
tips and pads.

(a) lIdentification. Cane, crutch, and
walker tips and pads are rubber (or
rubber substitute) device accessories
intended for medical purposes that are
applied to the ground end of mobility
aids to prevent skidding or that are ap-
plied to the body contact area of the
device for comfort or as an aid in using
an ambulatory assist device.

(b) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §890.9. The
device is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of §820.180, regarding
general requirements concerning
records and §820.198, regarding com-
plaint files.

[48 FR 53047, Nov. 23, 1983, as amended at 66
FR 38817, July 25, 2001]

crutch, and walker

§890.3800 Motorized three-wheeled ve-
hicle.

(a) Identification. A motorized three-
wheeled vehicle is a gasoline-fueled or
battery-powered device intended for
medical purposes that is used for out-
side transportation by disabled per-
sons.

(b) Classification. Class Il (perform-
ance standards).

§890.3825 Mechanical walker.

(a) ldentification. A mechanical walk-
er is a four-legged device with a metal
frame intended for medical purposes to
provide moderate weight support while
walking. It is used by disabled persons
who lack strength, good balance, or en-
durance.

(b) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
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subpart E of part 807 of this chapter,
subject to the limitations in §890.9. The
device is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of §820.180, regarding
general requirements concerning
records and §820.198, regarding com-
plaint files.

[48 FR 53047, Nov. 23, 1983, as amended at 66
FR 38817, July 25, 2001]

§890.3850 Mechanical wheelchair.

(@) Identification. A mechanical
wheelchair is a manually operated de-
vice with wheels that is intended for
medical purposes to provide mobility
to persons restricted to a sitting posi-
tion.

(b) Classification. Class | (general con-
trols).

§890.3860 Powered wheelchair.

(a) Identification. A powered wheel-
chair is a battery-operated device with
wheels that is intended for medical
purposes to provide mobility to persons
restricted to a sitting position.

(b) Classification. Class Il (perform-
ance standards).

§890.3880 Special grade wheelchair.

(a) Identification. A special grade
wheelchair is a device with wheels that
is intended for medical purposes to pro-
vide mobility to persons restricted to a
sitting position. It is intended to be
used in all environments for long-term
use, e.g., for paraplegics, quadraplegics,
and amputees.

(b) Classification. Class Il (perform-
ance standards).

§890.3890 Stair-climbing wheelchair.

(@) Identification. A stair-climbing
wheelchair is a device with wheels that
is intended for medical purposes to pro-
vide mobility to persons restricted to a
sitting position. The device is intended
to climb stairs by means of two endless
belt tracks that are lowered from
under the chair and adjusted to the
angle of the stairs.

(b) Classification. Class 11l (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. A PMA or notice of
completion of a PDP for a device de-

§890.3910

scribed in paragraph (b) of this section
is required to be filed with the Food
and Drug Administration on or before
July 12, 2000, for any stair-climbing
wheelchair that was in commercial dis-
tribution before May 28, 1976, or that
has, on or before July 12, 2000, been
found to be substantially equivalent to
a stair-climbing wheelchair that was in
commercial distribution before May 28,
1976. Any other stair-climbing wheel-
chair shall have an approved PMA or
declared completed PDP in effect be-
fore being placed in commercial dis-
tribution.

[48 FR 53047, Nov. 23, 1983, as amended at 52
FR 17742, May 11, 1987; 52 FR 22577, June 12,
1987; 65 FR 19834, Apr. 13, 2000]

§890.3900 Standup wheelchair.

(a) ldentification. A standup wheel-
chair is a device with wheels that is in-
tended for medical purposes to provide
mobility to persons restricted to a sit-
ting position. The device incorporates
an external manually controlled me-
chanical system that is intended to
raise a paraplegic to an upright posi-
tion by means of an elevating seat.

(b) Classification. Class Il (perform-
ance standards).

§890.3910 Wheelchair accessory.

(a) ldentification. A wheelchair acces-
sory is a device intended for medical
purposes that is sold separately from a
wheelchair and is intended to meet the
specific needs of a patient who uses a
wheelchair. Examples of wheelchair ac-
cessories include but are not limited to
the following: armboard, lapboard,
pusher cuff, crutch and cane holder,
overhead suspension sling, head and
trunk support, and blanket and leg rest
strap.

(b) Classification. Class | (general con-
trols). If the device is not intended for
use as a protective restraint as defined
in §880.6760 of this chapter, it is exempt
from the premarket notification proce-
dures in subpart E of part 807 of this
chapter, subject to the limitations in
§890.9. The device is also exempt from
the current good manufacturing prac-
tice regulations in part 820 of this
chapter, with the exception of §820.180,
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