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§ 866.2390 Transport culture medium.
(a) Identification. A transport culture

medium is a device that consists of a
semisolid, usually non-nutrient, me-
dium that maintains the viability of
suspected pathogens contained in pa-
tient specimens while in transit from
the specimen collection area to the
laboratory. The device aids in the diag-
nosis of disease caused by pathogenic
microorganisms and also provides epi-
demiological information on these dis-
eases.

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

§ 866.2410 Culture medium for patho-
genic Neisseria spp.

(a) Identification. A culture medium
for pathogenic Neisseria spp. is a device
that consists primarily of liquid or
solid biological materials used to cul-
tivate and identify pathogenic Neisseria
spp. The identification aids in the diag-
nosis of disease caused by bacteria be-
longing to the genus Neisseria, such as
epidemic cerebrospinal meningitis,
other meningococcal disease, and gon-
orrhea, and also provides epidemiolog-
ical information on these microorga-
nisms.

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

§ 866.2420 Oxidase screening test for
gonorrhea.

(a) Identification. An oxidase screen-
ing test for gonorrhea is an in vitro de-
vice that consists of the articles in-
tended to identify by chemical reac-
tion, cytochrome oxidase, an oxidizing
enzyme that is associated with certain
bacteria including Neisseria
gonorrhoeae. A sample of a male’s
urethral discharge is obtained on a
swab which is placed into a wetting
agent containing an ingredient that
will react with cytochrome oxidase.
When cytochrome oxidase is present,
the swab turns a dark purple color
within 3 minutes. Because it is un-
likely that cytochrome oxidase-posi-
tive organisms other than Neisseria
gonorrhoeae are present in the urethral
discharge of males, the identification
of cytochrome oxidase with this device
indicates presumptive infection of the
patient with the causative agent of
gonorrhea.

(b) Classification. Class III (premarket
approval) (transitional device).

(c) Date PMA or notice of completion 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
commercially distributed. See § 866.3.

[47 FR 50823, Nov. 9, 1982, as amended at 52
FR 17734, May 11, 1987]

§ 866.2440 Automated medium dispens-
ing and stacking device.

(a) Identification. An automated me-
dium dispensing and stacking device is
a device intended for medical purposes
to dispense a microbiological culture
medium into petri dishes and then me-
chanically stack the petri dishes.

(b) Classification. Class I (general con-
trols). This device is exempt from the
premarket notification procedures in
subpart E of part 807. This device also
is exempt from the good manufacturing
practice regulation in part 820, with
the exception of § 820.180, with respect
to general requirements concerning
records, and § 820.198, with respect to
complaint files.

§ 866.2450 Supplement for culture
media.

(a) Identification. A supplement for
culture media is a device, such as a vi-
tamin or sugar mixture, that is added
to a solid or liquid basal culture me-
dium to produce a desired formulation
and that is intended for medical pur-
poses to enhance the growth of fastidi-
ous microorganisms (those having com-
plex nutritional requirements). This
device aids in the diagnosis of diseases
caused by pathogenic microorganisms.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989]

§ 866.2480 Quality control kit for cul-
ture media.

(a) Identification. A quality control
kit for culture media is a device that
consists of paper discs (or other suit-
able materials), each impregnated with
a specified, freeze-dried, viable micro-
organism, intended for medical pur-
poses to determine if a given culture
medium is able to support the growth
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of that microorganism. The device aids
in the diagnosis of disease caused by
pathogenic microorganisms and also
provides epidemiological information
on these diseases.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989]

§ 866.2500 Microtiter diluting and dis-
pensing device.

(a) Identification. A microtiter dilut-
ing and dispensing device is a mechani-
cal device intended for medical pur-
poses to dispense or serially dilute very
small quantities of biological or chemi-
cal reagents for use in various diag-
nostic procedures.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989]

§ 866.2540 Microbiological incubator.

(a) Identification. A microbiological
incubator is a device with various
chambers or water-filled compartments
in which controlled environmental con-
ditions, particularly temperature, are
maintained. It is intended for medical
purposes to cultivate microorganisms
and aid in the diagnosis of disease.

(b) Classification. Class I (general con-
trols). This device is exempt from pre-
market notification procedures in sub-
part E of part 807. The device also is ex-
empt from the good manufacturing
practice regulation in part 820 with the
exception of § 820.180, with respect to
general requirements concerning
records, and § 820.198, with respect to
complaint files.

§ 866.2560 Microbial growth monitor.

(a) Identification. A microbial growth
monitor is a device intended for medi-
cal purposes that measures the con-
centration of bacteria suspended in a
liquid medium by measuring changes
in light scattering properties, optical
density, electrical impedance, or by
making direct bacterial counts. The

device aids in the diagnosis of disease
caused by pathogenic microorganisms.

(b) Classification. Class I. With the ex-
ception of automated blood culturing
system devices that are used in testing
for bacteria, fungi, and other micro-
organisms in blood and other normally
sterile body fluids, this device is ex-
empt from the premarket notification
procedures in subpart E of part 807 of
this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 60
FR 38482, July 27, 1995]

§ 866.2580 Gas-generating device.

(a) Identification. A gas-generating
device is a device intended for medical
purposes that produces predetermined
amounts of selected gases to be used in
a closed chamber in order to establish
suitable atmospheric conditions for
cultivation of microorganisms with
special atmospheric requirements. The
device aids in the diagnosis of disease.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989]

§ 866.2600 Wood’s fluorescent lamp.

(a) Identification. A Wood’s fluores-
cent lamp is a device intended for med-
ical purposes to detect fluorescent ma-
terials (e.g., fluorescein pigment pro-
duced by certain microorganisms) as
an aid in the identification of these
microorganisms. The device aids in the
diagnosis of disease.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807. The device also is
exempt from the good manufacturing
practice regulation in part 820 with the
exception of § 820.180, with respect to
general requirements concerning
records, and § 820.198 with respect to
complaint files.

§ 866.2660 Microorganism differentia-
tion and identification device.

(a) Identification. A microorganism
differentiation and identification de-
vice is a device intended for medical
purposes that consists of one or more
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