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§ 878.3540 Silicone gel-filled breast
prosthesis.

(a) Identification—(1) Single-lumen sili-
cone gel-filled breast prosthesis. A single-
lumen silicone gel-filled breast pros-
thesis is a silicone rubber shell made of
polysiloxane(s), such as polydimethyl-
siloxane and polydiphenylsiloxane. The
shell either contains a fixed amount
cross-linked polymerized silicone gel,
filler, and stabilizers or is filled to the
desired size with injectable silicone gel
at time of implantation. The device is
intended to be implanted to augment
or reconstruct the female breast.

(2) Double-lumen silicone gel-filled
breast prosthesis. A double lumen sili-
cone gel-filled breast prosthesis is a sil-
icone rubber inner shell and a silicone
rubber outer shell, both shells made of
polysiloxane(s), such as polydimethyl-
siloxane and polydiphenylsiloxane. The
inner shell contains fixed amounts of
cross-linked polymerized silicone gel,
fillers, and stabilizers. The outer shell
is inflated to the desired size with ster-
ile isotonic saline before or after im-
plantation. The device is intended to be
implanted to augment or reconstruct
the female breast.

(3) Polyurethane covered silicone gel-
filled breast prosthesis. A polyurethane
covered silicone gel-filled breast pros-
thesis is an inner silicone rubber shell
made of polysiloxane(s), such as
polydimethylsiloxane and
polydiphenylsiloxane, with an outer
silicone adhesive layer and an outer
covering of polyurethane; contained
within the inner shell is a fixed amount
of cross-linked polymerized silicone
gel, fillers, and stabilizers and an inert
support structure compartmentalizing
the silicone gel. The device is intended
to be implanted to augment or recon-
struct the female breast.

(b) Classification. Class III.
(c) Date premarket approval application

(PMA) is required. A PMA is required to
be filed with the Food and Drug Ad-
ministration on or before July 9, 1991
for any silicone gel-filled breast pros-
thesis that was in commercial distribu-
tion before May 28, 1976, or that has on
or before July 9, 1991 been found to be
substantially equivalent to a silicone
gel-filled breast prosthesis that was in
commercial distribution before May 28,
1976. Any other silicone gel-filled

breast prosthesis shall have an ap-
proved PMA in effect before being
placed in commercial distribution.

[53 FR 23872, June 24, 1988, as amended at 56
FR 14627, Apr. 10, 1991]

§ 878.3550 Chin prosthesis.
(a) Identification. A chin prosthesis is

a silicone rubber solid device intended
to be implanted to augment or recon-
struct the chin.

(b) Classification. Class II.

§ 878.3590 Ear prosthesis.
(a) Identification. An ear prosthesis is

a silicone rubber solid device intended
to be implanted to reconstruct the ex-
ternal ear.

(b) Classification. Class II.

§ 878.3610 Esophageal prosthesis.
(a) Identification. An esophageal pros-

thesis is a plastic tube or tube-like de-
vice that may have mesh reinforce-
ment that is intended to be implanted
in, or affixed externally to, the chest
and throat to restore the esophagus or
provide pharyngoesophageal continu-
ity.

(b) Classification. Class III.
(c) Date PMA or notice of completion of

a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 878.3.

§ 878.3680 Nose prosthesis.
(a) Identification. A nose prosthesis is

a silicone rubber solid device intended
to be implanted to augment or recon-
struct the nasal dorsum.

(b) Classification. Class II.

§ 878.3720 Tracheal prosthesis.
(a) Identification. A tracheal pros-

thesis is a tubular device intended to
be implanted to reconstruct the tra-
chea.

(b) Classification. Class III.
(c) Date PMA or notice of completion of

a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 878.3.

§ 878.3750 External prosthesis adhe-
sive.

(a) Identification. An external pros-
thesis adhesive is a silicone-type adhe-
sive intended to be used to fasten to
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