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device intended to control aspiration
or expulsion of the contents of an assisted reproduction microtool.
(b) Classification. Class II (special
controls) (design specifications, labeling requirements, and clinical testing).
§ 884.6160 Assisted
labware.

reproduction

(a) Identification. Assisted reproduction labware consists of laboratory
equipment or supplies intended to prepare, store, manipulate, or transfer
human gametes or embryos for in vitro
fertilization
(IVF),
gamete
intrafallopian transfer (GIFT), or other
assisted
reproduction
procedures.
These include syringes, IVF tissue culture dishes, IVF tissue culture plates,
pipette tips, dishes, plates, and other
vessels that come into physical contact
with gametes, embryos or tissue culture media.
(b)Classification. Class II (special controls) (mouse embryo assay information, endotoxin testing, sterilization
validation, design specifications, labeling requirements, and clinical testing).
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§ 884.6170 Assisted reproduction water
and water purification systems.
(a) Identification. Assisted reproduction water purification systems are devices specifically intended to generate
high quality, sterile, pyrogen-free
water for reconstitution of media used
for aspiration, incubation, transfer or
storage of gametes or embryos for in
vitro fertilization (IVF) or other assisted reproduction procedures. These
devices may also be intended as the
final rinse for labware or other assisted
reproduction devices that will contact
the gametes or embryos. These devices
also include bottled water ready for reconstitution available from a vendor
that is specifically intended for reconstitution of media used for aspiration,
incubation, transfer, or storage of
gametes or embryos for IVF or other
assisted reproduction procedures.
(b) Classification. Class II (special
controls) (mouse embryo assay information, endotoxin testing, sterilization
validation, water quality testing, design specifications, labeling requirements, biocompatibility testing, and
clinical testing).

§ 884.6180 Reproductive media and
supplements.
(a) Identification. Reproductive media
and supplement are products that are
used for assisted reproduction procedures. Media include liquid and powder
versions of various substances that
come in direct physical contact with
human gametes or embryos (including
water, acid solutions used to treat
gametes or embryos, rinsing solutions,
sperm separation media, supplements,
or oil used to cover the media) for the
purposes of preparation, maintenance,
transfer or storage. Supplements are
specific reagents added to media to enhance specific properties of the media
(e.g., proteins, sera, antibiotics, etc.).
(b) Classification. Class II (special
controls) (mouse embryo assay information, endotoxin testing, sterilization
validation, design specifications, labeling
requirements,
biocompatibility
testing, and clinical testing).
§ 884.6190 Assisted reproductive microscopes and microscope accessories.
(a) Identification. Assisted reproduction microscopes and microscope accessories (excluding microscope stage
warmers, which are classified under assisted reproduction accessories) are optical instruments used to enlarge images of gametes or embryos. Variations
of microscopes and accessories used for
these purposes would include phase
contrast microscopes, dissecting microscopes and inverted stage microscopes.
(b) Classification. Class I. The device
is exempt from the premarket notification procedures in subpart E of part 807
of this chapter, subject to the limitations in § 884.9.
[63 FR 48436, Sept. 10, 1998, as amended at 64
FR 62977, Nov. 18, 1999; 66 FR 38809, July 25,
2001]

§ 884.6200 Assisted reproduction laser
system.
(a) Identification. The assisted reproduction laser system is a device that
images, targets, and controls the power
and pulse duration of a laser beam used
to ablate a small tangential hole in, or
to thin, the zona pellucida of an embryo for assisted hatching or other assisted reproduction procedures.
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