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§ 880.9 Limitations of exemptions from 
section 510(k) of the Federal Food, 
Drug, and Cosmetic Act (the act). 

The exemption from the requirement 
of premarket notification (section 
510(k) of the act) for a generic type of 
class I or II device is only to the extent 
that the device has existing or reason-
ably foreseeable characteristics of 
commercially distributed devices with-
in that generic type or, in the case of 
in vitro diagnostic devices, only to the 
extent that misdiagnosis as a result of 
using the device would not be associ-
ated with high morbidity or mortality. 
Accordingly, manufacturers of any 
commercially distributed class I or II 
device for which FDA has granted an 
exemption from the requirement of 
premarket notification must still sub-
mit a premarket notification to FDA 
before introducing or delivering for in-
troduction into interstate commerce 
for commercial distribution the device 
when: 

(a) The device is intended for a use 
different from the intended use of a le-
gally marketed device in that generic 
type of device; e.g., the device is in-
tended for a different medical purpose, 
or the device is intended for lay use 
where the former intended use was by 
health care professionals only; 

(b) The modified device operates 
using a different fundamental sci-
entific technology than a legally mar-
keted device in that generic type of de-
vice; e.g., a surgical instrument cuts 
tissue with a laser beam rather than 
with a sharpened metal blade, or an in 
vitro diagnostic device detects or iden-
tifies infectious agents by using 
deoxyribonucleic acid (DNA) probe or 
nucleic acid hybridization technology 
rather than culture or immunoassay 
technology; or 

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

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of 
immunohistochemical devices; 

(2) For use in screening or diagnosis 
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism; 

(3) For measuring an analyte that 
serves as a surrogate marker for 
screening, diagnosis, or monitoring 

life-threatening diseases such as ac-
quired immune deficiency syndrome 
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or 
to monitor therapy; 

(4) For assessing the risk of cardio-
vascular diseases; 

(5) For use in diabetes management; 
(6) For identifying or inferring the 

identity of a microorganism directly 
from clinical material; 

(7) For detection of antibodies to 
microorganisms other than 
immunoglobulin G (IgG) or IgG assays 
when the results are not qualitative, or 
are used to determine immunity, or the 
assay is intended for use in matrices 
other than serum or plasma; 

(8) For noninvasive testing as defined 
in § 812.3(k) of this chapter; and 

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

[65 FR 2318, Jan. 14, 2000]

Subpart B [Reserved]

Subpart C—General Hospital and 
Personal Use Monitoring Devices

§ 880.2200 Liquid crystal forehead tem-
perature strip. 

(a) Identification. A liquid crystal 
forehead temperature strip is a device 
applied to the forehead that is used to 
indicate the presence or absence of 
fever, or to monitor body temperature 
changes. The device displays the color 
changes of heat sensitive liquid crys-
tals corresponding to the variation in 
the surface temperature of the skin. 
The liquid crystals, which are cho-
lesteric esters, are sealed in plastic. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 880.9. 

[45 FR 69682–69737, Oct. 21, l980, as amended 
at 63 FR 59228, Nov. 3, 1998]

§ 880.2400 Bed-patient monitor. 
(a) Identification. A bed-patient mon-

itor is a battery-powered device placed 
under a mattress and used to indicate 
by an alarm or other signal when a pa-
tient attempts to leave the bed. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
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premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 880.9. 

[45 FR 69682–69737, Oct. 21, l980, as amended 
at 59 FR 63010, Dec. 7, 1994; 66 FR 38803, July 
25, 2001]

§ 880.2420 Electronic monitor for grav-
ity flow infusion systems. 

(a) Identification. An electronic mon-
itor for gravity flow infusion systems 
is a device used to monitor the amount 
of fluid being infused into a patient. 
The device consists of an electronic 
transducer and equipment for signal 
amplification, conditioning, and dis-
play. 

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

§ 880.2460 Electrically powered spinal 
fluid pressure monitor. 

(a) Identification. An electrically pow-
ered spinal fluid pressure monitor is an 
electrically powered device used to 
measure spinal fluid pressure by the 
use of a transducer which converts spi-
nal fluid pressure into an electrical sig-
nal. The device includes signal amplifi-
cation, conditioning, and display equip-
ment. 

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

§ 880.2500 Spinal fluid manometer. 
(a) Identification. A spinal fluid ma-

nometer is a device used to measure 
spinal fluid pressure. The device uses a 
hollow needle, which is inserted into 
the spinal column fluid space, to con-
nect the spinal fluid to a graduated col-
umn so that the pressure can be meas-
ured by reading the height of the fluid. 

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

§ 880.2700 Stand-on patient scale. 
(a) Identification. A stand-on patient 

scale is a device intended for medical 
purposes that is used to weigh a pa-
tient who is able to stand on the scale 
platform. 

(b) Classification. Class I (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 § 880.9. The 
device also is exempt from the current 
good manufacturing practice regula-

tions in part 820 of this chapter, with 
the exception of § 820.180, with respect 
to general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

[45 FR 69682–69737, Oct. 21, 1980, as amended 
at 66 FR 38803, July 25, 2001

§ 880.2720 Patient scale. 
(a) Identification. A patient scale is a 

device intended for medical purposes 
that is used to measure the weight of a 
patient who cannot stand on a scale. 
This generic device includes devices 
placed under a bed or chair to weigh 
both the support and the patient, de-
vices where the patient is lifted by a 
sling from a bed to be weighed, and de-
vices where the patient is placed on the 
scale platform to be weighed. The de-
vice may be mechanical, battery pow-
ered, or AC-powered and may include 
transducers, electronic signal amplifi-
cation, conditioning and display equip-
ment. 

(b) Classification. Class I (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 § 880.9. 

[45 FR 69682–69737, Oct. 21, l980, as amended 
at 61 FR 1123, Jan. 16, 1996; 66 FR 38803, July 
25, 2001]

§ 880.2740 Surgical sponge scale. 
(a) Identification. A surgical sponge 

scale is a nonelectrically powered de-
vice used to weigh surgical sponges 
that have been used to absorb blood 
during surgery so that, by comparison 
with the known dry weight of the 
sponges, an estimate may be made of 
the blood lost by the patient during 
surgery. 

(b) Classification. Class I (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 § 880.9. The 
device also is exempt from the current 
good manufacturing practice regula-
tions in part 820 of this chapter, with 
the exception of § 820.180, with respect 
to general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

[45 FR 69682–69737, Oct. 21, 1980, as amended 
at 66 FR 38804, July 25, 2001
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§ 880.2800 Sterilization process indi-
cator. 

(a) Biological sterilization process 
indicator—(1) Identification. A biological 
sterilization process indicator is a de-
vice intended for use by a health care 
provider to accompany products being 
sterilized through a sterilization proce-
dure and to monitor adequacy of steri-
lization. The device consists of a 
known number of microorganisms, of 
known resistance to the mode of steri-
lization, in or on a carrier and enclosed 
in a protective package. Subsequent 
growth or failure of the microorga-
nisms to grow under suitable condi-
tions indicates the adequacy of steri-
lization. 

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

(b) Physical/chemical sterilization proc-
ess indicator—(1) Identification. A phys-
ical/chemical sterilization process indi-
cator is a device intended for use by a 
health care provider to accompany 
products being sterilized through a 
sterilization procedure and to monitor 
one or more parameters of the steri-
lization process. The adequacy of the 
sterilization conditions as measured by 
these parameters is indicated by a visi-
ble change in the device. 

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

§ 880.2900 Clinical color change ther-
mometer. 

(a) Identification. A clinical color 
change thermometer is a disposable de-
vice used to measure a patient’s oral, 
rectal, or axillary (armpit) body tem-
perature. The device records body tem-
perature by use of heat sensitive 
chemicals which are sealed at the end 
of a plastic or metal strip. Body heat 
causes a stable color change in the 
heat sensitive chemicals. 

(b) Classification. Class I (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 § 880.9. 

[45 FR 69682–69737, Oct. 21, l980, as amended 
at 61 FR 1123, Jan. 16, 1996; 66 FR 38804, July 
25, 2001]

§ 880.2910 Clinical electronic thermom-
eter. 

(a) Identification. A clinical electronic 
thermometer is a device used to meas-
ure the body temperature of a patient 
by means of a transducer coupled with 
an electronic signal amplification, con-
ditioning, and display unit. The trans-
ducer may be in a detachable probe 
with or without a disposable cover. 

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

§ 880.2920 Clinical mercury thermom-
eter. 

(a) Identification. A clinical mercury 
thermometer is a device used to meas-
ure oral, rectal, or axillary (armpit) 
body temperature using the thermal 
expansion of mercury. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 880.9. 

[45 FR 69682–69737, Oct. 21, l980, as amended 
at 63 FR 59228, Nov. 3, 1998]

§ 880.2930 Apgar timer. 

(a) Identification. The Apgar timer is 
a device intended to alert a health care 
provider to take the Apgar score of a 
newborn infant. 

(b) Classification. Class I (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 § 880.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments in part 820 of this chapter, with 
the exception of § 820.180 of this chap-
ter, with respect to general require-
ments concerning records, and § 820.198 
of this chapter, with respect to com-
plaint files. 

[63 FR 59718, Nov. 5, 1998]

Subparts D–E [Reserved]

Subpart F—General Hospital and 
Personal Use Therapeutic Devices

§ 880.5025 I.V. container. 

(a) Identification. An I.V. container is 
a container made of plastic or glass 
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