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scattering from antigen-antibody com-
plexes. The concentration of these 
complexes may be measured by means 
of reflected light. A beam of light 
passed through a solution is scattered 
by the particles in suspension. The 
amount of light is detected by a 
photodetector, which converts light en-
ergy into electrical energy. The 
amount of electrical energy registers 
on a readout system such as a digital 
voltmeter or a recording chart. This 
electrical readout is called the light- 
scattering value and is used to measure 
the concentration of antigen-antibody 
complexes. This generic type of device 
includes devices with various kinds of 
light sources, such as laser equipment. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4600 Ouchterlony agar plate. 
(a) Identification. An ouchterlony 

agar plate for clinical use is a device 
containing an agar gel used to examine 
antigen-antibody reactions. In 
immunodiffusion, antibodies and anti-
gens migrate toward each other 
through gel which originally contained 
neither of these reagents. As the re-
agents come in contact with each 
other, they combine to form a precipi-
tate that is trapped in the gel matrix 
and is immobilized. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4700 Automated fluorescence in 
situ hybridization (FISH) enumera-
tion systems. 

(a) Identification. An automated FISH 
enumeration system is a device that 
consists of an automated scanning mi-
croscope, image analysis system, and 
customized software applications for 
FISH assays. This device is intended 
for in vitro diagnostic use with FISH 

assays as an aid in the detection, 
counting and classification of cells 
based on recognition of cellular color, 
size, and shape, and in the detection 
and enumeration of FISH signals in 
interphase nuclei of formalin-fixed, 
paraffin-embedded human tissue speci-
mens. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Automated Fluorescence in situ Hy-
bridization (FISH) Enumeration Sys-
tems.’’ See § 866.1(e) for the availability 
of this guidance document. 

[70 FR 14534, Mar. 23, 2005] 

§ 866.4800 Radial immunodiffusion 
plate. 

(a) Identification. A radial 
immunodiffusion plate for clinical use 
is a device that consists of a plastic 
plate to which agar gel containing 
antiserum is added. In radial 
immunodiffusion, antigens migrate 
through gel which originally contains 
specific antibodies. As the reagents 
come in contact with each other, they 
combine to form a precipitate that is 
trapped in the gel matrix and immo-
bilized. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38792, July 25, 2001] 

§ 866.4830 Rocket immunoelectro-
phoresis equipment. 

(a) Identification. Rocket 
immunoelectrophoresis equipment for 
clinical use is a device used to perform 
a specific test on proteins by using a 
procedure called rocket 
immunoelectrophoresis. In this proce-
dure, an electric current causes the 
protein in solution to migrate through 
agar gel containing specific antisera. 
The protein precipitates with the 
antisera in a rocket-shaped pattern, 
giving the name to the device. The 
height of the peak (or the area under 
the peak) is proportional to the con-
centration of the protein. 
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(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4900 Support gel. 

(a) Identification. A support gel for 
clinical use is a device that consists of 
an agar or agarose preparation that is 
used while measuring various kinds of, 
or parts of, protein molecules by var-
ious immunochemical techniques, such 
as immunoelectrophoresis, 
immunodiffusion, or chromatography. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

Subpart F—Immunological Test 
Systems 

§ 866.5040 Albumin immunological test 
system. 

(a) Identification. An albumin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the albumin (a plasma protein) 
in serum and other body fluids. Meas-
urement of albumin aids in the diag-
nosis of kidney and intestinal diseases. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.5060 Prealbumin immunological 
test system. 

(a) Identification. A prealbumin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the prealbumin (a plasma pro-
tein) in serum and other body fluids. 
Measurement of prealbumin levels in 

serum may aid in the assessment of the 
patient’s nutritional status. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5065 Human allotypic marker 
immunological test system. 

(a) Identification. A human allotypic 
marker immunological test system is a 
device that consists of the reagents 
used to identify by immunochemical 
techniques the inherited human pro-
tein allotypic markers (such as nGm, 
nA2 m, and Km allotypes) in serum and 
other body fluids. The identification 
may be used while studying population 
genetics. 

(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 § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5080 Alpha-1-antichymotrypsin 
immunological test system. 

(a) Identification. An alpha-1- 
antichymotrypsin immunological test 
system is a device that consists of the 
reagents used to measure by 
immunochemical techniques alpha-1- 
antichymotrypsin (a protein) in serum, 
other body fluids, and tissues. Alpha-1- 
antichymotrypsin helps protect tissues 
against proteolytic (protein-splitting) 
enzymes released during infection. 

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

§ 866.5090 Antimitochondrial antibody 
immunological test system. 

(a) Identification. An 
antimitochondrial antibody 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the antimitochondrial anti-
bodies in human serum. The measure-
ments aid in the diagnosis of diseases 
that produce a spectrum of 
autoantibodies (antibodies produced 
against the body’s own tissue), such as 
primary biliary cirrhosis (degeneration 
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