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information upon which the proposed 
regulation is based. After independ-
ently reviewing the materials fur-
nished by the Food and Drug Adminis-
tration and any other available data 
and information, the advisory com-
mittee shall, within 60 days of the re-
ferral, submit a report and rec-
ommendation on the proposed regula-
tion, together with all underlying data 
and information and a statement of the 
reason or basis for the recommenda-
tion. A copy of the report and rec-
ommendation will be publicly dis-
played in the office of the Division of 
Dockets Management, Food and Drug 
Administration. 

(d) Where appropriate, each proposed 
regulation establishing a standard pub-
lished in the FEDERAL REGISTER will 
include a call for nominations to the 
advisory committee for that particular 
standard. 

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR 
58405, Dec. 10, 1992] 

PART 862—CLINICAL CHEMISTRY 
AND CLINICAL TOXICOLOGY 
DEVICES 

Subpart A—General Provisions 

Sec. 
862.1 Scope. 
862.2 Regulation of calibrators. 
862.3 Effective dates of requirement for pre-

market approval. 
862.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Clinical Chemistry Test Systems 

862.1020 Acid phosphatase (total or pros-
tatic) test system. 

862.1025 Adrenocorticotropic hormone 
(ACTH) test system. 

862.1030 Alanine amino transferase (ALT/ 
SGPT) test system. 

862.1035 Albumin test system. 
862.1040 Aldolase test system. 
862.1045 Aldosterone test system. 
862.1050 Alkaline phosphatase or isoenzymes 

test system. 
862.1055 Newborn screening test system for 

amino acids, free carnitine, and 
acylcarnitines using tandem mass spec-
trometry. 

862.1060 Delta-aminolevulinic acid test sys-
tem. 

862.1065 Ammonia test system. 
862.1070 Amylase test system. 
862.1075 Androstenedione test system. 

862.1080 Androsterone test system. 
862.1085 Angiotensin I and renin test sys-

tem. 
862.1090 Angiotensin converting enzyme 

(A.C.E.) test system. 
862.1095 Ascorbic acid test system. 
862.1100 Aspartate amino transferase (AST/ 

SGOT) test system. 
862.1110 Bilirubin (total or direct) test sys-

tem. 
862.1113 Bilirubin (total and unbound) in the 

neonate test system. 
862.1115 Urinary bilirubin and its conjugates 

(nonquantitative) test system. 
862.1117 B-type natriuretic peptide test sys-

tem. 
862.1118 Biotinidase test system. 
862.1120 Blood gases (PCO2PO2) and blood pH 

test system. 
862.1130 Blood volume test system. 
862.1135 C-peptides of proinsulin test sys-

tem. 
862.1140 Calcitonin test system. 
862.1145 Calcium test system. 
862.1150 Calibrator. 
862.1155 Human chorionic gonadotropin 

(HCG) test system. 
862.1160 Bicarbonate/carbon dioxide test 

system. 
862.1165 Catecholamines (total) test system. 
862.1170 Chloride test system. 
862.1175 Cholesterol (total) test system. 
862.1177 Cholylglycine test system. 
862.1180 Chymotrypsin test system. 
862.1185 Compound S (11-deoxycortisol) test 

system. 
862.1187 Conjugated sulfolithocholic acid 

(SLCG) test system. 
862.1190 Copper test system. 
862.1195 Corticoids test system. 
862.1200 Corticosterone test system. 
862.1205 Cortisol (hydrocortisone and 

hydroxycorticosterone) test system. 
862.1210 Creatine test system. 
862.1215 Creatine phosphokinase/creatine ki-

nase or isoenzymes test system. 
862.1225 Creatinine test system. 
862.1230 Cyclic AMP test system. 
862.1235 Cyclosporine test system. 
862.1240 Cystine test system. 
862.1245 Dehydroepiandrosterone (free and 

sulfate) test system. 
862.1250 Desoxycorticosterone test system. 
862.1255 2,3-Diphosphoglyceric acid test sys-

tem. 
862.1260 Estradiol test system. 
862.1265 Estriol test system. 
862.1270 Estrogens (total, in pregnancy) test 

system. 
862.1275 Estrogens (total, nonpregnancy) 

test system. 
862.1280 Estrone test system. 
862.1285 Etiocholanolone test system. 
862.1290 Fatty acids test system. 
862.1295 Folic acid test system. 
862.1300 Follicle-stimulating hormone test 

system. 
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862.1305 Formiminoglutamic acid (FIGLU) 
test system. 

862.1310 Galactose test system. 
862.1315 Galactose-1-phosphate uridyl trans-

ferase test system. 
862.1320 Gastric acidity test system. 
862.1325 Gastrin test system. 
862.1330 Globulin test system. 
862.1335 Glucagon test system. 
862.1340 Urinary glucose (nonquantitative) 

test system. 
862.1345 Glucose test system. 
862.1360 Gamma-glutamyl transpeptidase 

and isoenzymes test system. 
862.1365 Glutathione test system. 
862.1370 Human growth hormone test sys-

tem. 
862.1375 Histidine test system. 
862.1377 Urinary homocystine (nonquantita-

tive) test system. 
862.1380 Hydroxybutyric dehydrogenase test 

system. 
862.1385 17-Hydroxycorticosteroids (17- 

ketogenic steroids) test system. 
862.1390 5-Hydroxyindole acetic acid/sero-

tonin test system. 
862.1395 17-Hydroxyprogesterone test sys-

tem. 
862.1400 Hydroxyproline test system. 
862.1405 Immunoreactive insulin test sys-

tem. 
862.1410 Iron (non-heme) test system. 
862.1415 Iron-binding capacity test system. 
862.1420 Isocitric dehydrogenase test sys-

tem. 
862.1430 17-Ketosteroids test system. 
862.1435 Ketones (nonquantitative) test sys-

tem. 
862.1440 Lactate dehydrogenase test system. 
862.1445 Lactate dehydrogenase isoenzymes 

test system. 
862.1450 Lactic acid test system. 
862.1455 Lecithin/sphingomyelin ratio in 

amniotic fluid test system. 
862.1460 Leucine aminopeptidase test sys-

tem. 
862.1465 Lipase test system. 
862.1470 Lipid (total) test system. 
862.1475 Lipoprotein test system. 
862.1485 Luteinizing hormone test system. 
862.1490 Lysozyme (muramidase) test sys-

tem. 
862.1495 Magnesium test system. 
862.1500 Malic dehydrogenase test system. 
862.1505 Mucopolysaccharides (nonquantita-

tive) test system. 
862.1509 Methylmalonic acid (nonquantita-

tive) test system. 
862.1510 Nitrite (nonquantitative) test sys-

tem. 
862.1515 Nitrogen (amino-nitrogen) test sys-

tem. 
862.1520 5′-Nucleotidase test system. 
862.1530 Plasma oncometry test system. 
862.1535 Ornithine carbamyl transferase test 

system. 
862.1540 Osmolality test system. 

862.1542 Oxalate test system. 
862.1545 Parathyroid hormone test system. 
862.1550 Urinary pH (nonquantitative) test 

system. 
862.1555 Phenylalanine test system. 
862.1560 Urinary phenylketones (non-

quantitative) test system. 
862.1565 6-Phosphogluconate dehydrogenase 

test system. 
862.1570 Phosphohexose isomerase test sys-

tem. 
862.1575 Phospholipid test system. 
862.1580 Phosphorus (inorganic) test system. 
862.1585 Human placental lactogen test sys-

tem. 
862.1590 Porphobilinogen test system. 
862.1595 Porphyrins test system. 
862.1600 Potassium test system. 
862.1605 Pregnanediol test system. 
862.1610 Pregnanetriol test system. 
862.1615 Pregnenolone test system. 
862.1620 Progesterone test system. 
862.1625 Prolactin (lactogen) test system. 
862.1630 Protein (fractionation) test system. 
862.1635 Total protein test system. 
862.1640 Protein-bound iodine test system. 
862.1645 Urinary protein or albumin (non-

quantitative) test system. 
862.1650 Pyruvate kinase test system. 
862.1655 Pyruvic acid test system. 
862.1660 Quality control material (assayed 

and unassayed). 
862.1665 Sodium test system. 
862.1670 Sorbitol dehydrogenase test sys-

tem. 
862.1675 Blood specimen collection device. 
862.1678 Tacrolimus test system. 
862.1680 Testosterone test system. 
862.1685 Thyroxine-binding globulin test 

system. 
862.1690 Thyroid-stimulating hormone test 

system. 
862.1695 Free thyroxine test system. 
862.1700 Total thyroxine test system. 
862.1705 Triglyceride test system. 
862.1710 Total triiodothyronine test system. 
862.1715 Triiodothyronine uptake test sys-

tem. 
862.1720 Triose phosphate isomerase test 

system. 
862.1725 Trypsin test system. 
862.1730 Free tyrosine test system. 
862.1770 Urea nitrogen test system. 
862.1775 Uric acid test system. 
862.1780 Urinary calculi (stones) test sys-

tem. 
862.1785 Urinary urobilinogen (nonquantita-

tive) test system. 
862.1790 Uroporphyrin test system. 
862.1795 Vanilmandelic acid test system. 
862.1805 Vitamin A test system. 
862.1810 Vitamin B12 test system. 
862.1815 Vitamin E test system. 
862.1820 Xylose test system. 
862.1825 Vitamin D test system. 
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Subpart C—Clinical Laboratory Instruments 

862.2050 General purpose laboratory equip-
ment labeled or promoted for a specific 
medical use. 

862.2100 Calculator/data processing module 
for clinical use. 

862.2140 Centrifugal chemistry analyzer for 
clinical use. 

862.2150 Continuous flow sequential mul-
tiple chemistry analyzer for clinical use. 

862.2160 Discrete photometric chemistry an-
alyzer for clinical use. 

862.2170 Micro chemistry analyzer for clin-
ical use. 

862.2230 Chromatographic separation mate-
rial for clinical use. 

862.2250 Gas liquid chromatography system 
for clinical use. 

862.2260 High pressure liquid chroma-
tography system for clinical use. 

862.2270 Thin-layer chromatography system 
for clinical use. 

862.2300 Colorimeter, photometer, or spec-
trophotometer for clinical use. 

862.2310 Clinical sample concentrator. 
862.2320 Beta or gamma counter for clinical 

use. 
862.2400 Densitometer/scanner (integrating, 

reflectance, TLC, or radiochromatogram) 
for clinical use. 

862.2485 Electrophoresis apparatus for clin-
ical use. 

862.2500 Enzyme analyzer for clinical use. 
862.2540 Flame emission photometer for 

clinical use. 
862.2560 Fluorometer for clinical use. 
862.2570 Instrumentation for clinical multi-

plex test systems. 
862.2680 Microtitrator for clinical use. 
862.2700 Nephelometer for clinical use. 
862.2720 Plasma oncometer for clinical use. 
862.2730 Osmometer for clinical use. 
862.2750 Pipetting and diluting system for 

clinical use. 
862.2800 Refractometer for clinical use. 
862.2850 Atomic absorption spectrophotom-

eter for clinical use. 
862.2860 Mass spectrometer for clinical use. 
862.2900 Automated urinalysis system. 
862.2920 Plasma viscometer for clinical use. 

Subpart D—Clinical Toxicology Test 
Systems 

862.3030 Acetaminophen test system. 
862.3035 Amikacin test system. 
862.3040 Alcohol test system. 
862.3050 Breath-alcohol test system. 
862.3080 Breath nitric oxide test system. 
862.3100 Amphetamine test system. 
862.3110 Antimony test system. 
862.3120 Arsenic test system. 
862.3150 Barbiturate test system. 
862.3170 Benzodiazepine test system. 
862.3200 Clinical toxicology calibrator. 
862.3220 Carbon monoxide test system. 

862.3240 Cholinesterase test system. 
862.3250 Cocaine and cocaine metabolite test 

system. 
862.3270 Codeine test system. 
862.3280 Clinical toxicology control mate-

rial. 
862.3300 Digitoxin test system. 
862.3320 Digoxin test system. 
862.3350 Diphenylhydantoin test system. 
862.3360 Drug metabolizing enzyme 

genotyping system. 
862.3380 Ethosuximide test system. 
862.3450 Gentamicin test system. 
862.3520 Kanamycin test system. 
862.3550 Lead test system. 
862.3555 Lidocaine test system. 
862.3560 Lithium test system. 
862.3580 Lysergic acid diethylamide (LSD) 

test system. 
862.3600 Mercury test system. 
862.3610 Methamphetamine test system. 
862.3620 Methadone test system. 
862.3630 Methaqualone test system. 
862.3640 Morphine test system. 
862.3645 Neuroleptic drugs radioreceptor 

assay test system. 
862.3650 Opiate test system. 
862.3660 Phenobarbital test system. 
862.3670 Phenothiazine test system. 
862.3680 Primidone test system. 
862.3700 Propoxyphene test system. 
862.3750 Quinine test system. 
862.3830 Salicylate test system. 
862.3840 Sirolimus test system. 
862.3850 Sulfonamide test system. 
862.3870 Cannabinoid test system. 
862.3880 Theophylline test system. 
862.3900 Tobramycin test system. 
862.3910 Tricyclic antidepressant drugs test 

system. 
862.3950 Vancomycin test system. 

AUTHORITY: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 371. 

SOURCE: 52 FR 16122, May 1, 1987, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 862 appear at 73 FR 35341, June 23, 2008. 

Subpart A—General Provisions 
§ 862.1 Scope. 

(a) This part sets forth the classifica-
tion of clinical chemistry and clinical 
toxicology devices intended for human 
use that are in commercial distribu-
tion. 

(b) The identification of a device in a 
regulation in this part is not a precise 
description of every device that is, or 
will be, subject to the regulation. A 
manufacturer who submits a pre-
market notification submission for a 
device under part 807 cannot show 
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merely that the device is accurately 
described by the section title and iden-
tification provisions of a regulation in 
this part, but shall state why the de-
vice is substantially equivalent to 
other devices, as required in § 807.87. 

(c) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted. 

(d) Guidance documents referenced in 
this part are available on the Internet 
at http://www.fda.gov/cdrh/guid-
ance.html. 

[52 FR 16122, May 1, 1987, as amended at 67 
FR 58329, Sept. 16, 2002] 

§ 862.2 Regulation of calibrators. 
Many devices classified in this part 

are intended to be used with a cali-
brator. A calibrator has a reference 
value assigned to it which serves as the 
basis by which test results of patients 
are derived or calculated. The cali-
brator for a device may be (a) manufac-
tured and distributed separately from 
the device with which it is intended to 
be used, (b) manufactured and distrib-
uted as one of several device compo-
nents, such as in a kit of reagents, or 
(c) built-in as an integral part of the 
device. Because of the central role that 
a calibrator plays in the measurement 
process and the critical effect cali-
brators have on accuracy of test re-
sults, elsewhere in this part, all three 
of these types of calibrators (§§ 862.1150 
and 862.3200 of this part) are classified 
into class II, notwithstanding the clas-
sification of the device with which it is 
intended to be used. Thus, a device and 
its calibrator may have different clas-
sifications, even if the calibrator is 
built into the device. 

§ 862.3 Effective dates of requirement 
for premarket approval. 

A device included in this part that is 
classified into class III (premarket ap-
proval) shall not be commercially dis-
tributed after the date shown in the 
regulation classifying the device unless 
the manufacturer has an approval 
under section 515 of the act (unless an 
exemption has been granted under sec-
tion 520(g)(2) of the act). An approval 
under section 515 of the act consists of 
FDA’s issuance of an order approving 
an application for premarket approval 

(PMA) for the device or declaring com-
pleted a product development protocol 
(PDP) for the device. 

(a) Before FDA requires that a device 
commercially distributed before the 
enactment date of the amendments, or 
a device that has been found substan-
tially equivalent to such a device, has 
an approval under section 515 of the act 
FDA must promulgate a regulation 
under section 515(b) of the act requir-
ing such approval, except as provided 
in paragraph (b) of this section. Such a 
regulation under section 515(b) of the 
act shall not be effective during the 
grace period ending on the 90th day 
after its promulgation or on the last 
day of the 30th full calendar month 
after the regulation that classifies the 
device into class III is effective, which-
ever is later. See section 501(f)(2)(B) of 
the act. Accordingly, unless an effec-
tive date of the requirement for pre-
market approval is shown in the regu-
lation for a device classified into class 
III in this part, the device may be com-
mercially distributed without FDA’s 
issuance of an order approving a PMA 
or declaring completed a PDP for the 
device. If FDA promulgates a regula-
tion under section 515(b) of the act re-
quiring premarket approval for a de-
vice, section 501(f)(1)(A) of the act ap-
plies to the device. 

(b) Any new, not substantially equiv-
alent, device introduced into commer-
cial distribution on or after May 28, 
1976, including a device formerly mar-
keted that has been substantially al-
tered, is classified by statute (section 
513(f) of the act) into class III without 
any grace period and FDA must have 
issued an order approving a PMA or de-
claring completed a PDP for the device 
before the device is commercially dis-
tributed unless it is reclassified. If 
FDA knows that a device being com-
mercially distributed may be a ‘‘new’’ 
device as defined in this section be-
cause of any new intended use or other 
reasons, FDA may codify the statutory 
classification of the device into class 
III for such new use. Accordingly, the 
regulation for such a class III device 
states that as of the enactment date of 
the amendments, May 28, 1976, the de-
vice must have an approval under sec-
tion 515 of the act before commercial 
distribution. 
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§ 862.9 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 2304, Jan. 14, 2000] 

Subpart B—Clinical Chemistry Test 
Systems 

§ 862.1020 Acid phosphatase (total or 
prostatic) test system. 

(a) Identification. An acid phosphatase 
(total or prostatic) test system is a de-
vice intended to measure the activity 
of the acid phosphatase enzyme in plas-
ma and serum. 

(b) Classification. Class II. 

§ 862.1025 Adrenocorticotropic hor-
mone (ACTH) test system. 

(a) Identification. An 
adrenocorticotropic hormone (ACTH) 
test system is a device intended to 
measure adrenocorticotropic hormone 
in plasma and serum. ACTH measure-
ments are used in the differential diag-
nosis and treatment of certain dis-
orders of the adrenal glands such as 
Cushing’s syndrome, adrenocortical in-
sufficiency, and the ectopic ACTH syn-
drome. 

(b) Classification. Class II. 

§ 862.1030 Alanine amino transferase 
(ALT/SGPT) test system. 

(a) Identification. An alanine amino 
transferase (ALT/SGPT) test system is 
a device intended to measure the activ-
ity of the enzyme alanine amino trans-
ferase (ALT) (also known as a serum 
glutamic pyruvic transaminase or 
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SGPT) in serum and plasma. Alanine 
amino transferase measurements are 
used in the diagnosis and treatment of 
certain liver diseases (e.g., viral hepa-
titis and cirrhosis) and heart diseases. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1035 Albumin test system. 

(a) Identification. An albumin test 
system is a device intended to measure 
the albumin concentration in serum 
and plasma. Albumin measurements 
are used in the diagnosis and treat-
ment of numerous diseases involving 
primarily the liver or kidneys. 

(b) Classification. Class II. 

§ 862.1040 Aldolase test system. 

(a) Identification. An aldolase test 
system is a device intended to measure 
the activity of the enzyme aldolase in 
serum or plasma. Aldolase measure-
ments are used in the diagnosis and 
treatment of the early stages of acute 
hepatitis and for certain muscle dis-
eases such as progressive Duchenne- 
type muscular dystrophy. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1045 Aldosterone test system. 

(a) Identification. An aldosterone test 
system is a device intended to measure 
the hormone aldosterone in serum and 
urine. Aldosterone measurements are 
used in the diagnosis and treatment of 
primary aldosteronism (a disorder 
caused by the excessive secretion of 
aldosterone by the adrenal gland), hy-
pertension caused by primary 
aldosteronism, selective 
hypoaldosteronism, edematous states, 
and other conditions of electrolyte im-
balance. 

(b) Classification. Class II. 

§ 862.1050 Alkaline phosphatase or 
isoenzymes test system. 

(a) Identification. An alkaline phos-
phatase or isoenzymes test system is a 
device intended to measure alkaline 
phosphatase or its isoenzymes (a group 
of enzymes with similar biological ac-
tivity) in serum or plasma. Measure-
ments of alkaline phosphatase or its 
isoenzymes are used in the diagnosis 
and treatment of liver, bone, parathy-
roid, and intestinal diseases. 

(b) Classification. Class II. 

§ 862.1055 Newborn screening test sys-
tem for amino acids, free carnitine, 
and acylcarnitines using tandem 
mass spectrometry. 

(a) Identification. A newborn screen-
ing test system for amino acids, free 
carnitine, and acylcarnitines using 
tandem mass spectrometry is a device 
that consists of stable isotope internal 
standards, control materials, extrac-
tion solutions, flow solvents, instru-
mentation, software packages, and 
other reagents and materials. The de-
vice is intended for the measurement 
and evaluation of amino acids, free car-
nitine, and acylcarnitine concentra-
tions from newborn whole blood filter 
paper samples. The quantitative anal-
ysis of amino acids, free carnitine, and 
acylcarnitines and their relationship 
with each other provides analyte con-
centration profiles that may aid in 
screening newborns for one or more in-
born errors of amino acid, free carni-
tine, and acyl-carnitine metabolism. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Newborn Screening Test Systems for 
Amino Acids, Free Carnitine, and 
Acylcarnitines Using Tandem Mass 
Spectrometry.’’ See § 862.1(d) for the 
availability of this guidance document. 

[69 FR 68255, Nov. 24, 2004] 

§ 862.1060 Delta-aminolevulinic acid 
test system. 

(a) Identification. A delta- 
aminolevulinic acid test system is a 
device intended to measure the level of 
delta-aminolevulinic acid (a precursor 
of porphyrin) in urine. Delta- 
aminolevulinic acid measurements are 
used in the diagnosis and treatment of 

VerDate Nov<24>2008 08:48 May 12, 2009 Jkt 217072 PO 00000 Frm 00201 Fmt 8010 Sfmt 8010 Y:\SGML\217072.XXX 217072tja
m

es
 o

n 
P

R
O

D
P

C
75

 w
ith

 C
F

R



192 

21 CFR Ch. I (4–1–09 Edition) § 862.1065 

lead poisoning and certain porphyrias 
(diseases affecting the liver, gastro-
intestinal, and nervous systems that 
are accompanied by increased urinary 
excretion of various heme compounds 
including delta-aminolevulinic acid). 

(b) Classification. Class I (general con-
trols). The device is exempt from pre-
market notification procedures in sub-
part E of part 807 of this chapter sub-
ject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1065 Ammonia test system. 
(a) Identification. An ammonia test 

system is a device intended to measure 
ammonia levels in blood, serum, and 
plasma, Ammonia measurements are 
used in the diagnosis and treatment of 
severe liver disorders, such as cir-
rhosis, hepatitis, and Reye’s syndrome. 

(b) Classification. Class I. 

§ 862.1070 Amylase test system. 
(a) Identification. An amylase test 

system is a device intended to measure 
the activity of the enzyme amylase in 
serum and urine. Amylase measure-
ments are used primarily for the diag-
nosis and treatment of pancreatitis (in-
flammation of the pancreas). 

(b) Classification. Class II. 

§ 862.1075 Androstenedione test sys-
tem. 

(a) Identification. An androstenedione 
test system is a device intended to 
measure androstenedione (a substance 
secreted by the testes, ovary, and adre-
nal glands) in serum. Adrostenedione 
measurements are used in the diag-
nosis and treatment of females with ex-
cessive levels of androgen (male sex 
hormone) production. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1080 Androsterone test system. 
(a) Identification. An androsterone 

test system is a device intended to 
measure the hormone adrosterone in 
serum, plasma, and urine. Andros-

terone measurements are used in the 
diagnosis and treatment of gonadal and 
adrenal diseases. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1085 Angiotensin I and renin test 
system. 

(a) Identification. An angiotensin I 
and renin test system is a device in-
tended to measure the level of 
angiotensin I generated by renin in 
plasma. Angiotensin I measurements 
are used in the diagnosis and treat-
ment of certain types of hypertension. 

(b) Classification. Class II. 

§ 862.1090 Angiotensin converting en-
zyme (A.C.E.) test system. 

(a) Identification. An angiotensin con-
verting enzyme (A.C.E.) test system is 
a device intended to measure the activ-
ity of angiotensin converting enzyme 
in serum and plasma. Measurements 
obtained by this device are used in the 
diagnosis and treatment of diseases 
such as sarcoidosis, a disease charac-
terized by the formation of nodules in 
the lungs, bones, and skin, and 
Gaucher’s disease, a hereditary dis-
order affecting the spleen. 

(b) Classification. Class II. 

§ 862.1095 Ascorbic acid test system. 
(a) Identification. An ascorbic acid 

test system is a device intended to 
measure the level of ascorbic acid (vi-
tamin C) in plasma, serum, and urine. 
Ascorbic acid measurements are used 
in the diagnosis and treatment of 
ascorbic acid dietary deficiencies. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1100 Aspartate amino transferase 
(AST/SGOT) test system. 

(a) Identification. An aspartate amino 
transferase (AST/SGOT) test system is 
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a device intended to measure the activ-
ity of the enzyme aspartate amino 
transferase (AST) (also known as a 
serum glutamic oxaloacetic transferase 
or SGOT) in serum and plasma. 
Aspartate amino transferase measure-
ments are used in the diagnosis and 
treatment of certain types of liver and 
heart disease. 

(b) Classification. Class II. 

§ 862.1110 Bilirubin (total or direct) 
test system. 

(a) Identification. A bilirubin (total or 
direct) test system is a device intended 
to measure the levels of bilirubin (total 
or direct) in plasma or serum. Measure-
ments of the levels of bilirubin, an or-
ganic compound formed during the nor-
mal and abnormal distruction of red 
blood cells, if used in the diagnosis and 
treatment of liver, hemolytic 
hematological, and metabolic dis-
orders, including hepatitis and gall 
bladder block. 

(b) Classification. Class II. 

§ 862.1113 Bilirubin (total and un-
bound) in the neonate test system. 

(a) Identification. A bilirubin (total 
and unbound) in the neonate test sys-
tem is a device intended to measure 
the levels of bilirubin (total and un-
bound) in the blood (serum) of newborn 
infants to aid in indicating the risk of 
bilirubin encephalopathy (kernicterus). 

(b) Classification. Class I. 

[54 FR 30206, July 19, 1989] 

§ 862.1115 Urinary bilirubin and its 
conjugates (nonquantitative) test 
system. 

(a) Identification. A urinary bilirubin 
and its conjugates (nonquantitative) 
test system is a device intended to 
measure the levels of bilirubin con-
jugates in urine. Measurements of uri-
nary bilirubin and its conjugates (non-
quantitative) are used in the diagnosis 
and treatment of certain liver diseases. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1117 B-type natriuretic peptide 
test system. 

(a) Identification. The B-type 
natriuretic peptide (BNP) test system 
is an in vitro diagnostic device in-
tended to measure BNP in whole blood 
and plasma. Measurements of BNP are 
used as an aid in the diagnosis of pa-
tients with congestive heart failure. 

(b) Classification. Class II (special 
controls). The special control is ‘‘Class 
II Special Control Guidance Document 
for B-Type Natriuretic Peptide Pre-
market Notifications; Final Guidance 
for Industry and FDA Reviewers.’’ 

[66 FR 12734, Feb. 28, 2001] 

§ 862.1118 Biotinidase test system. 

(a) Identification. The biotinidase test 
system is an in vitro diagnostic device 
intended to measure the activity of the 
enzyme biotinidase in blood. Measure-
ments of biotinidase are used in the 
treatment and diagnosis of biotinidase 
deficiency, an inborn error of metabo-
lism in infants, characterized by the 
inability to utilize dietary protein 
bound vitamin or to recycle endoge-
nous biotin. The deficiency may result 
in irreversible neurological impair-
ment. 

(b) Classification. Class II (special 
controls). The special control is sale, 
distribution, and use in accordance 
with the prescription device require-
ments in § 801.109 of this chapter. 

[65 FR 16521, Mar. 29, 2000] 

§ 862.1120 Blood gases (PCO2, PO2) and 
blood pH test system. 

(a) Identification. A blood gases (PCO2, 
PO2) and blood pH test system is a de-
vice intended to measure certain gases 
in blood, serum, plasma or pH of blood, 
serum, and plasma. Measurements of 
blood gases (PCO2, PO2) and blood pH 
are used in the diagnosis and treat-
ment of life-threatening acid-base dis-
turbances. 

(b) Classification. Class II. 

§ 862.1130 Blood volume test system. 

(a) Identification. A blood volume test 
system is a device intended to measure 
the circulating blood volume. Blood 
volume measurements are used in the 
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diagnosis and treatment of shock, hem-
orrhage, and polycythemia vera (a dis-
ease characterized by an absolute in-
crease in erythrocyte mass and total 
blood volume). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1135 C-peptides of proinsulin test 
system. 

(a) Identification. A C-peptides of 
proinsulin test system is a device in-
tended to measure C-peptides of 
proinsulin levels in serum, plasma, and 
urine. Measurements of C-peptides of 
proinsulin are used in the diagnosis 
and treatment of patients with abnor-
mal insulin secretion, including diabe-
tes mellitus. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1140 Calcitonin test system. 

(a) Identification. A calcitonin test 
system is a device intended to measure 
the thyroid hormone calcitonin 
(thyrocalcitonin) levels in plasma and 
serum. Calcitonin measurements are 
used in the diagnosis and treatment of 
diseases involving the thyroid and 
parathyroid glands, including car-
cinoma and hyperparathyroidism (ex-
cessive activity of the parathyroid 
gland). 

(b) Classification. Class II. 

§ 862.1145 Calcium test system. 

(a) Identification. A calcium test sys-
tem is a device intended to measure 
the total calcium level in serum. Cal-
cium measurements are used in the di-
agnosis and treatment of parathyroid 
disease, a variety of bone diseases, 
chronic renal disease and tetany (inter-
mittent muscular contractions or 
spasms). 

(b) Classification. Class II. 

§ 862.1150 Calibrator. 

(a) Identification. A calibrator is a de-
vice intended for medical purposes for 
use in a test system to establish points 
of reference that are used in the deter-
mination of values in the measurement 
of substances in human specimens. (See 
also § 862.2 in this part.) 

(b) Classification. Class II. 

§ 862.1155 Human chorionic 
gonadotropin (HCG) test system. 

(a) Human chorionic gonadotropin 
(HCG) test system intended for the early 
detection of pregnancy—(1) Identification. 
A human chorionic gonadotropin (HCG) 
test system is a device intended for the 
early detection of pregnancy is in-
tended to measure HCG, a placental 
hormone, in plasma or urine. 

(2) Classification. Class II. 
(b) Human chorionic gonadotropin 

(HCG) test system intended for any uses 
other than early detection of pregnancy— 
(1) Identification. A human chorionic 
goadotropin (HCG) test system is a de-
vice intended for any uses other than 
early detection of pregnancy (such as 
an aid in the diagnosis, prognosis, and 
management of treatment of persons 
with certain tumors or carcinomas) is 
intended to measure HCG, a placental 
hormone, in plasma or urine. 

(2) Classification. Class III. 
(3) Date PMA or notice of completion of 

a PDP is required. As of the enactment 
date of the amendments, May 28, 1976, 
an approval under section 515 of the act 
is required before the device described 
in paragraph (b)(1) may be commer-
cially distributed. See § 862.3. 

§ 862.1160 Bicarbonate/carbon dioxide 
test system. 

(a) Identification. A bicarbonate/car-
bon dioxide test system is a device in-
tended to measure bicarbonate/carbon 
dioxide in plasma, serum, and whole 
blood. Bicarbonate/carbon dioxide 
measurements are used in the diag-
nosis and treatment of numerous po-
tentially serious disorders associated 
with changes in body acid-base bal-
ance. 

(b) Classification. Class II. 
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§ 862.1165 Catecholamines (total) test 
system. 

(a) Identification. A catecholamines 
(total) test system is a device intended 
to determine whether a group of simi-
lar compounds (epinephrine, 
norepinephrine, and dopamine) are 
present in urine and plasma. 
Catecholamine determinations are 
used in the diagnosis and treatment of 
adrenal medulla and hypertensive dis-
orders, and for catecholamine-secret-
ing tumors (pheochromo-cytoma, neu-
roblastoma, ganglioneuroma, and 
retinoblastoma). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1170 Chloride test system. 
(a) Identification. A chloride test sys-

tem is a device intended to measure 
the level of chloride in plasma, serum, 
sweat, and urine. Chloride measure-
ments are used in the diagnosis and 
treatment of electrolyte and metabolic 
disorders such as cystic fibrosis and di-
abetic acidosis. 

(b) Classification. Class II. 

§ 862.1175 Cholesterol (total) test sys-
tem. 

(a) Identification. A cholesterol (total) 
test system is a device intended to 
measure cholesterol in plasma and 
serum. Cholesterol measurements are 
used in the diagnosis and treatment of 
disorders involving excess cholesterol 
in the blood and lipid and lipoprotein 
metabolism disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1177 Cholylglycine test system. 
(a) Identification. A cholylglycine test 

system is a device intended to measure 
the bile acid cholylglycine in serum. 
Measurements obtained by this device 
are used in the diagnosis and treat-

ment of liver disorders, such as cir-
rhosis or obstructive liver disease. 

(b) Classification. Class II. 

§ 862.1180 Chymotrypsin test system. 
(a) Identification. A chymotrypsin 

test system is a device intended to 
measure the activity of the enzyme 
chymotrypsin in blood and other body 
fluids and in feces. Chymotrypsin 
measurements are used in the diag-
nosis and treatment of pancreatic exo-
crine insufficiency. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1185 Compound S (11- 
deoxycortisol) test system. 

(a) Identification. A compound S (11- 
dioxycortisol) test system is a device 
intended to measure the level of com-
pound S (11-dioxycortisol) in plasma. 
Compound S is a steroid intermediate 
in the biosynthesis of the adrenal hor-
mone cortisol. Measurements of com-
pound S are used in the diagnosis and 
treatment of certain adrenal and pitui-
tary gland disorders resulting in clin-
ical symptoms of masculinization and 
hypertension. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1187 Conjugated sulfolithocholic 
acid (SLCG) test system. 

(a) Identification. A conjugated 
sulfolithocholic acid (SLCG) test sys-
tem is a device intended to measure 
the bile acid SLCG in serum. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of liver 
disorders, such as cirrhosis or obstruc-
tive liver disease. 

(b) Classification. Class II. 

§ 862.1190 Copper test system. 
(a) Identification. A copper test sys-

tem is a device intended to measure 
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copper levels in plasma, serum, and 
urine. Measurements of copper are used 
in the diagnosis and treatment of ane-
mia, infections, inflammations, and 
Wilson’s disease (a hereditary disease 
primarily of the liver and nervous sys-
tem). Test results are also used in mon-
itoring patients with Hodgkin’s disease 
(a disease primarily of the lymph sys-
tem). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1195 Corticoids test system. 

(a) Identification. A corticoids test 
system is a device intended to measure 
the levels of corticoids (hormones of 
the adrenal cortex) in serum and p 
lasma. Measurements of corticoids are 
used in the diagnosis and treatment of 
disorders of the cortex of the adrenal 
glands, especially those associated 
with hypertension and electrolyte dis-
turbances. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1200 Corticosterone test system. 

(a) Identification. A corticosterone 
test system is a device intended to 
measure corticosterone (a steroid se-
creted by the adrenal gland) levels in 
plasma. Measurements of corticos-
terone are used in the diagnosis and 
treatment of adrenal disorders such as 
adrenal cortex disorders and blocks in 
cortisol synthesis. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1205 Cortisol (hydrocortisone 
and hydroxycorticosterone) test 
system. 

(a) Identification. A cortisol (hydro-
cortisone and hydroxycorticosterone) 
test system is a device intended to 
measure the cortisol hormones se-
creted by the adrenal gland in plasma 
and urine. Measurements of cortisol 
are used in the diagnosis and treat-
ment of disorders of the adrenal gland. 

(b) Classification. Class II. 

§ 862.1210 Creatine test system. 
(a) Identification. A creatine test sys-

tem is a device intended to measure 
creatine (a substance synthesized in 
the liver and pancreas and found in bio-
logical fluids) in plasma, serum, and 
urine. Measurements of creatine are 
used in the diagnosis and treatment of 
muscle diseases and endocrine dis-
orders including hyperthyroidism. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1215 Creatine phosphokinase/cre-
atine kinase or isoenzymes test sys-
tem. 

(a) Identification. A creatine 
phosphokinase/creatine kinase or 
isoenzymes test system is a device in-
tended to measure the activity of the 
enzyme creatine phosphokinase or its 
isoenzymes (a group of enzymes with 
similar biological activity) in plasma 
and serum. Measurements of creatine 
phosphokinase and its isoenzymes are 
used in the diagnosis and treatment of 
myocardial infarction and muscle dis-
eases such as progressive, Duchenne- 
type muscular dystrophy. 

(b) Classification. Class II. 

§ 862.1225 Creatinine test system. 
(a) Identification. A creatinine test 

system is a device intended to measure 
creatinine levels in plasma and urine. 
Creatinine measurements are used in 
the diagnosis and treatment of renal 
diseases, in monitoring renal dialysis, 
and as a calculation basis for meas-
uring other urine analytes. 
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(b) Classification. Class II. 

§ 862.1230 Cyclic AMP test system. 

(a) Identification. A cyclic AMP test 
system is a device intended to measure 
the level of adenosine 3′, 5′- 
monophosphate (cyclic AMP) in plas-
ma, urine, and other body fluids. Cyclic 
AMP measurements are used in the di-
agnosis and treatment of endocrine dis-
orders, including hyperparathyroidism 
(overactivity of the parathyroid gland). 
Cyclic AMP measurements may also be 
used in the diagnosis and treatment of 
Graves’ disease (a disorder of the thy-
roid) and in the differentiation of 
causes of hypercalcemia (elevated lev-
els of serum calcium.) 

(b) Classification. Class II. 

§ 862.1235 Cyclosporine test system. 

(a) Identification. A cyclosporine test 
system is a device intended to quan-
titatively determine cyclosporine con-
centrations as an aid in the manage-
ment of transplant patients receiving 
therapy with this drug. This generic 
type of device includes immunoassays 
and chromatographic assays for 
cyclosporine. 

(b) Classification. Class II (special 
controls). The special control is ‘‘Class 
II Special Controls Guidance Docu-
ment: Cyclosporine and Tacrolimus As-
says; Guidance for Industry and FDA.’’ 
See § 862.1(d) for the availability of this 
guidance document. 

[67 FR 58329, Sept. 16, 2002] 

§ 862.1240 Cystine test system. 

(a) Identification. A cystine test sys-
tem is a device intended to measure 
the amino acid cystine in urine. Cys-
tine measurements are used in the di-
agnosis of cystinuria (occurrence of 
cystine in urine). Patients with 
cystinuria frequently develop kidney 
calculi (stones). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1245 Dehydroepiandrosterone 
(free and sulfate) test system. 

(a) Identification. A 
dehydroepiandrosterone (free and sul-
fate) test system is a device intended 
to measure dehydroepiandrosterone 
(DHEA) and its sulfate in urine, serum, 
plasma, and amniotic fluid. 
Dehydroepiandrosterone measurements 
are used in the diagnosis and treat-
ment of DHEA-secreting adrenal car-
cinomas. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1250 Desoxycorticosterone test 
system. 

(a) Identification. A 
desoxycorticosterone test system is a 
device intended to measure 
desoxycorticosterone (DOC) in plasma 
and urine. DOC measurements are used 
in the diagnosis and treatment of pa-
tients with hypermineralocorticoidism 
(excess retention of sodium and loss of 
potassium) and other disorders of the 
adrenal gland. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1255 2,3-Diphosphoglyceric acid 
test system. 

(a) Identification. A 2,3- 
diphosphoglyceric acid test system is a 
device intended to measure 2,3- 
diphosphoglyceric acid (2,3-DPG) in 
erythrocytes (red blood cells). Meas-
urements of 2,3-diphosphoglyceric acid 
are used in the diagnosis and treat-
ment of blood disorders that affect the 
delivery of oxygen by erythrocytes to 
tissues and in monitoring the quality 
of stored blood. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1260 Estradiol test system. 

(a) Identification. An estradiol test 
system is a device intended to measure 
estradiol, an estrogenic steroid, in 
plasma. Estradiol measurements are 
used in the diagnosis and treatment of 
various hormonal sexual disorders and 
in assessing placental function in com-
plicated pregnancy. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1265 Estriol test system. 

(a) Identification. An estriol test sys-
tem is a device intended to measure es-
triol, an estrogenic steroid, in plasma, 
serum, and urine of pregnant females. 
Estriol measurements are used in the 
diagnosis and treatment of 
fetoplacental distress in certain cases 
of high-risk pregnancy. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1270 Estrogens (total, in preg-
nancy) test system. 

(a) Identification. As estrogens (total, 
in pregnancy) test system is a device 
intended to measure total estrogens in 
plasma, serum, and urine during preg-
nancy. The device primarily measures 
estrone plus estradiol. Measurements 
of total estrogens are used to aid in the 
diagnosis and treatment of 
fetoplacental distress in certain cases 
of high-risk pregnancy. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1275 Estrogens (total, nonpreg-
nancy) test system. 

(a) Identification. As estrogens (total, 
nonpregnancy) test system is a device 
intended to measure the level of estro-
gens (total estrone, estradiol, and es-
triol) in plasma, serum, and urine of 
males and nonpregnant females. Meas-
urement of estrogens (total, nonpreg-
nancy) is used in the diagnosis and 
treatment of numerous disorders, in-
cluding infertility, amenorrhea (ab-
sence of menses) differentiation of pri-
mary and secondary ovarian malfunc-
tion, estrogen secreting testicular and 
ovarian tumors, and precocious pu-
berty in females. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1280 Estrone test system. 
(a) Identification. An estrone test sys-

tem is a device intended to measure 
estrone, an estrogenic steroid, in plas-
ma. Estrone measurements are used in 
the diagnosis and treatment of numer-
ous disorders, including infertility, 
amenorrhea, differentiation of primary 
and secondary ovarian malfunction, es-
trogen secreting testicular and ovarian 
tumors, and precocious puberty in fe-
males. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1285 Etiocholanolone test system. 
(a) Identification. An etiocholanolone 

test system is a device intended to 
measure etiocholanolone in serum and 
urine. Etiocholanolone is a metabolic 
product of the hormone testosterone 
and is excreted in the urine. 
Etiocholanolone measurements are 
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used in the diagnosis and treatment of 
disorders of the testes and ovaries. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1290 Fatty acids test system. 

(a) Identification. A fatty acids test 
system is a device intended to measure 
fatty acids in plasma and serum. Meas-
urements of fatty acids are used in the 
diagnosis and treatment of various dis-
orders of lipid metabolism. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1295 Folic acid test system. 

(a) Identification. A folic acid test sys-
tem is a device intended to measure 
the vitamin folic acid in plasma and 
serum. Folic acid measurements are 
used in the diagnosis and treatment of 
megaloblastic anemia, which is charac-
terized by the presence of megaloblasts 
(an abnormal red blood cell series) in 
the bone marrow. 

(b) Classification. Class II. 

[52 FR 16122, May 1, 1987; 53 FR 11645, Apr. 8, 
1988] 

§ 862.1300 Follicle-stimulating hor-
mone test system. 

(a) Identification. A follicle-stimu-
lating hormone test system is a device 
intended to measure follicle-stimu-
lating hormone (FSH) in plasma, 
serum, and urine. FSH measurements 
are used in the diagnosis and treat-
ment of pituitary gland and gonadal 
disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1305 Formiminoglutamic acid 
(FIGLU) test system. 

(a) Identification. A 
formiminoglutamic acid (FIGLU) test 
system is a device intended to measure 
formiminolutamic acid in urine. 
FIGLU measurements obtained by this 
device are used in the diagnosis of 
anemias, such as pernicious anemia 
and congenital hemolytic anemia. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1310 Galactose test system. 

(a) Identification. A galactose test 
system is a device intended to measure 
galactose in blood and urine. Galactose 
measurements are used in the diag-
nosis and treatment of the hereditary 
disease galactosemia (a disorder of ga-
lactose metabolism) in infants. 

(b) Classification. Class I. 

§ 862.1315 Galactose-1-phosphate 
uridyl transferase test system. 

(a) Identification. A galactose-1-phos-
phate uridyl transferase test system is 
a device intended to measure the activ-
ity of the enzyme galactose-1-phos-
phate uridyl transferase in 
erythrocytes (red blood cells). Meas-
urements of galactose-1-phosphate 
uridyl transferase are used in the diag-
nosis and treatment of the hereditary 
disease galactosemia (disorder of galac-
tose metabolism) in infants. 

(b) Classification. Class II. 

§ 862.1320 Gastric acidity test system. 

(a) Identification. A gastric acidity 
test system is a device intended to 
measure the acidity of gastric fluid. 
Measurements of gastric acidity are 
used in the diagnosis and treatment of 
patients with peptic ulcer, Zollinger- 
Ellison syndrome (peptic ulcer due to 
gastrin-secreting tumor of the pan-
creas), and related gastric disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1325 Gastrin test system. 

(a) Identification. A gastrin test sys-
tem is a device intended to measure 
the hormone gastrin in plasma and 
serum. Measurements of gastrin are 
used in the diagnosis and treatment of 
patients with ulcers, pernicious ane-
mia, and the Zollinger-Ellison syn-
drome (peptic ulcer due to a gastrin-se-
creting tumor of the pancreas). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1330 Globulin test system. 

(a) Identification. A globulin test sys-
tem is a device intended to measure 
globulins (proteins) in plasma and 
serum. Measurements of globulin are 
used in the diagnosis and treatment of 
patients with numerous illnesses in-
cluding severe liver and renal disease, 
multiple myeloma, and other disorders 
of blood globulins. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1335 Glucagon test system. 

(a) Identification. A glucagon test sys-
tem is a device intended to measure 
the pancreatic hormone glucagon in 
plasma and serum. Glucagon measure-
ments are used in the diagnosis and 
treatment of patients with various dis-
orders of carbohydrate metabolism, in-
cluding diabetes mellitus, hypo-
glycemia, and hyperglycemia. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1340 Urinary glucose (non-
quantitative) test system. 

(a) Identification. A urinary glucose 
(nonquantitative) test system is a de-
vice intended to measure glucosuria 
(glucose in urine). Urinary glucose 
(nonquantitative) measurements are 
used in the diagnosis and treatment of 
carbohydrate metabolism disorders in-
cluding diabetes mellitus, hypo-
glycemia, and hyperglycemia. 

(b) Classification. Class II. 

§ 862.1345 Glucose test system. 
(a) Identification. A glucose test sys-

tem is a device intended to measure 
glucose quantitatively in blood and 
other body fluids. Glucose measure-
ments are used in the diagnosis and 
treatment of carbohydrate metabolism 
disorders including diabetes mellitus, 
neonatal hypoglycemia, and idiopathic 
hypoglycemia, and of pancreatic islet 
cell carcinoma. 

(b) Classification. Class II. 

§ 862.1360 Gamma-glutamyl 
transpeptidase and isoenzymes test 
system. 

(a) Identification. A gamma-glutamyl 
transpeptidase and isoenzymes test 
system is a device intended to measure 
the activity of the enzyme gamma- 
glutamyl transpeptidase (GGTP) in 
plasma and serum. Gamma-glutamyl 
transpeptidase and isoenzymes meas-
urements are used in the diagnosis and 
treatment of liver diseases such as al-
coholic cirrhosis and primary and sec-
ondary liver tumors. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1365 Glutathione test system. 
(a) Identification. A glutathione test 

system is a device intended to measure 
glutathione (the tripeptide of glycine, 
cysteine, and glutamic acid) in 
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erythrocytes (red blood cells). Gluta-
thione measurements are used in the 
diagnosis and treatment of certain 
drug-induced hemolytic (erythrocyte 
destroying) anemias due to an inher-
ited enzyme deficiency. 

(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 § 862.9 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1370 Human growth hormone 
test system. 

(a) Identification. A human growth 
hormone test system is a device in-
tended to measure the levels of human 
growth hormone in plasma. Human 
growth hormone measurements are 
used in the diagnosis and treatment of 
disorders involving the anterior lobe of 
the pituitary gland. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1375 Histidine test system. 
(a) Identification. A histidine test sys-

tem is a device intended to measure 
free histidine (an amino acid) in plas-
ma and urine. Histidine measurements 
are used in the diagnosis and treat-
ment of hereditary histidinemia char-
acterized by excess histidine in the 
blood and urine often resulting in men-
tal retardation and disordered speech 
development. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1377 Urinary homocystine (non-
quantitative) test system. 

(a) Identification. A urinary 
homocystine (nonquantitative) test 
system is a device intended to identify 
homocystine (an analogue of the amino 

acid cystine) in urine. The identifica-
tion of urinary homocystine is used in 
the diagnosis and treatment of 
homocystinuria (homosystine in 
urine), a heritable metabolic disorder 
which may cause mental retardation. 

(b) Classification. Class II. 

§ 862.1380 Hydroxybutyric dehydro-
genase test system. 

(a) Identification. A hydroxybutyric 
dehydrogenase test system is a device 
intended to measure the activity of the 
enzyme alpha-hydroxybutric dehydro-
genase (HBD) in plasma or serum. HBD 
measurements are used in the diag-
nosis and treatment of myocardial in-
farction, renal damage (such as rejec-
tion of transplants), certain 
hematological diseases (such as acute 
leukemias and megaloblastic anemias) 
and, to a lesser degree, liver disease. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1385 17-Hydroxycorticosteroids 
(17-ketogenic steroids) test system. 

(a) Identification. A 17-hydroxy-
corticosteroids (17-ketogenic steroids) 
test system is a device intended to 
measure corticosteroids that possess a 
dihydroxyacetone 

moiety on the steroid nucleus in urine. 
Corticosteroids with this chemical con-
figuration include cortisol, cortisone 
11-desoxycortisol, 
desoxycorticosterone, and their 
tetrahydroderivatives. This group of 
hormones is synthesized by the adrenal 
gland. Measurements of 17-hydroxy-
corticosteroids (17-ketogenic steroids) 
are used in the diagnosis and treat-
ment of various diseases of the adrenal 
or pituitary glands and gonadal dis-
orders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May. 1, 1987; 52 FR 29468, Aug. 7, 
1987, as amended at 65 FR 2306, Jan. 14, 2000] 

§ 862.1390 5-Hydroxyindole acetic acid/ 
serotonin test system. 

(a) Identification. A 5-hydroxyindole 
acetic acid/serotonin test system is a 
device intended to measure 5- 
hydroxyindole acetic acid/serotonin in 
urine. Measurements of 5- 
hydroxyindole acetic acid/serotonin are 
used in the diagnosis and treatment of 
carcinoid tumors of endocrine tissue. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1395 17-Hydroxyprogesterone 
test system. 

(a) Identification. A 17- 
hydroxyprogesterone test system is a 
device intended to measure 17- 
hydroxyprogesterone (a steroid) in 
plasma and serum. Measurements of 17- 
hydroxyprogesterone are used in the 
diagnosis and treatment of various dis-
orders of the adrenal glands or the ova-
ries. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1400 Hydroxyproline test system. 

(a) Identification. A hydroxyproline 
test system is a device intended to 
measure the amino acid 
hydroxyproline in urine. 
Hydroxyproline measurements are used 
in the diagnosis and treatment of var-
ious collagen (connective tissue) dis-
eases, bone disease such as Paget’s dis-
ease, and endocrine disorders such as 
hyperparathyroidism and hyper-
thyroidism. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1405 Immunoreactive insulin test 
system. 

(a) Identification. An immunoreactive 
insulin test system is a device intended 
to measure immunoreactive insulin in 
serum and plasma. Immunoreactive in-
sulin measurements are used in the di-
agnosis and treatment of various car-
bohydrate metabolism disorders, in-
cluding diabetes mellitus, and hypo-
glycemia. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1410 Iron (non-heme) test system. 
(a) Identification. An iron (non-heme) 

test system is a device intended to 
measure iron (non-heme) in serum and 
plasma. Iron (non-heme) measurements 
are used in the diagnosis and treat-
ment of diseases such as iron defi-
ciency anemia, hemochromatosis (a 
disease associated with widespread de-
posit in the tissues of two iron-con-
taining pigments, hemosiderin and 
hemofuscin, and characterized by pig-
mentation of the skin), and chronic 
renal disease. 

(b) Classification. Class I. 

§ 862.1415 Iron-binding capacity test 
system. 

(a) Identification. An iron-binding ca-
pacity test system is a device intended 
to measure iron-binding capacity in 
serum. Iron-binding capacity measure-
ments are used in the diagnosis and 
treatment of anemia. 

(b) Classification. Class I. 

§ 862.1420 Isocitric dehydrogenase test 
system. 

(a) Identification. An isocitric dehy-
drogenase test system is a device in-
tended to measure the activity of the 
enzyme isocitric dehydrogenase in 
serum and plasma. Isocitric dehydro-
genase measurements are used in the 

VerDate Nov<24>2008 08:48 May 12, 2009 Jkt 217072 PO 00000 Frm 00212 Fmt 8010 Sfmt 8010 Y:\SGML\217072.XXX 217072tja
m

es
 o

n 
P

R
O

D
P

C
75

 w
ith

 C
F

R



203 

Food and Drug Administration, HHS § 862.1455 

diagnosis and treatment of liver dis-
ease such as viral hepatitis, cirrhosis, 
or acute inflammation of the biliary 
tract; pulmonary disease such as pul-
monary infarction (local arrest or sud-
den insufficiency of the blood supply to 
the lungs), and diseases associated with 
pregnancy. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1430 17-Ketosteroids test system. 

(a) Identification. A 17-ketosteroids 
test system is a device intended to 
measure 17-ketosteroids in urine. Meas-
urements of 17-ketosteroids are used in 
the diagnosis and treatment of dis-
orders of the adrenal cortex and gonads 
and of other endocrine disorders, in-
cluding hypertension, diabetes, and 
hypothyroidism. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1435 Ketones (nonquantitative) 
test system. 

(a) Identification. A ketones (non-
quantitative) test system is a device 
intended to identify ketones in urine 
and other body fluids. Identification of 
ketones is used in the diagnosis and 
treatment of acidosis (a condition 
characterized by abnormally high acid-
ity of body fluids) or ketosis (a condi-
tion characterized by increased produc-
tion of ketone bodies such as acetone) 
and for monitoring patients on 
ketogenic diets and patients with dia-
betes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1440 Lactate dehydrogenase test 
system. 

(a) Identification. A lactate dehydro-
genase test system is a device intended 
to measure the activity of the enzyme 
lactate dehydrogenase in serum. Lac-
tate dehydrogenase measurements are 
used in the diagnosis and treatment of 
liver diseases such as acute viral hepa-
titis, cirrhosis, and metastatic car-
cinoma of the liver, cardiac diseases 
such as myocardial infarction, and tu-
mors of the lung or kidneys. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 63 
FR 59225, Nov. 3, 1998] 

§ 862.1445 Lactate dehydrogenase 
isoenzymes test system. 

(a) Identification. A lactate dehydro-
genase isoenzymes test system is a de-
vice intended to measure the activity 
of lactate dehydrogenase isoenzymes (a 
group of enzymes with similar biologi-
cal activity) in serum. Measurements 
of lactate dehydrogenase isoenzymes 
are used in the diagnosis and treat-
ment of liver diseases, such as viral 
hepatitis, and myocardial infarction. 

(b) Classification. Class II. 

§ 862.1450 Lactic acid test system. 
(a) Identification. A lactic acid test 

system is a device intended to measure 
lactic acid in whole blood and plasma. 
Lactic acid measurements that evalu-
ate the acid-base status are used in the 
diagnosis and treatment of lactic aci-
dosis (abnormally high acidity of the 
blood). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1455 Lecithin/sphingomyelin 
ratio in amniotic fluid test system. 

(a) Identification. A lecithin/ 
sphingomyelin ratio in amniotic fluid 
test system is a device intended to 
measure the lecithin/sphingomyelin 
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ratio in amniotic fluid. Lecithin and 
sphingomyelin are phospholipids (fats 
or fat-like substances containing phos-
phorus). Measurements of the lecithin/ 
sphingomyelin ratio in amniotic fluid 
are used in evaluating fetal maturity. 

(b) Classification. Class II. 

§ 862.1460 Leucine aminopeptidase 
test system. 

(a) Identification. A leucine 
aminopeptidase test system is a device 
intended to measure the activity of the 
enzyme leucine amino-peptidase in 
serum, plasma, and urine. Leucine 
aminopeptidase measurements are used 
in the diagnosis and treatment of liver 
diseases such as viral hepatitis and ob-
structive jaundice. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1465 Lipase test system. 

(a) Identification. A lipase test system 
is a device intended to measure the ac-
tivity of the enzymes lipase in serum. 
Lipase measurements are used in diag-
nosis and treatment of diseases of the 
pancreas such as acute pancreatitis 
and obstruction of the pancreatic duct. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1470 Lipid (total) test system. 

(a) Identification. A lipid (total) test 
system is a device intended to measure 
total lipids (fats or fat-like substances) 
in serum and plasma. Lipid (total) 
measurements are used in the diag-
nosis and treatment of various diseases 
involving lipid metabolism and athero-
sclerosis. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1475 Lipoprotein test system. 

(a) Identification. A lipoprotein test 
system is a device intended to measure 
lipoprotein in serum and plasma. 
Lipoprotein measurements are used in 
the diagnosis and treatment of lipid 
disorders (such as diabetes mellitus), 
atherosclerosis, and various liver and 
renal diseases. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1485 Luteinizing hormone test 
system. 

(a) Identification. A luteinizing hor-
mone test system is a device intended 
to measure luteinizing hormone in 
serum and urine. Luteinizing hormone 
measurements are used in the diag-
nosis and treatment of gonadal dys-
function. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1490 Lysozyme (muramidase) test 
system. 

(a) Identification. A lysozyme 
(muramidase) test system is a device 
intended to measure the activity of the 
bacteriolytic enzyme lysozyme 
(muramidase) in serum, plasma, leu-
kocytes, and urine. Lysozyme measure-
ments are used in the diagnosis and 
treatment of monocytic leukemia and 
kidney disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1495 Magnesium test system. 

(a) Identification. A magnesium test 
system is a device intended to measure 
magnesium levels in serum and plas-
ma. Magnesium measurements are used 
in the diagnosis and treatment of 
hypomagnesemia (abnormally low plas-
ma levels of magnesium) and 
hypermagnesemia (abnormally high 
plasma levels of magnesium). 

(b) Classification. Class I. 

§ 862.1500 Malic dehydrogenase test 
system. 

(a) Identification. A malic dehydro-
genase test system is a device that is 
intended to measure the activity of the 
enzyme malic dehydrogenase in serum 
and plasma. Malic dehydrogenase 
measurements are used in the diag-
nosis and treatment of muscle and 
liver diseases, myocardial infarctions, 
cancer, and blood disorders such as 
myelogenous (produced in the bone 
marrow) leukemia. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1505 Mucopolysaccharides (non-
quantitative) test system. 

(a) Identification. A 
mucopolysaccharides (nonquantitative) 
test system is a device intended to 
measure the levels of 
mucopolysaccharides in urine. 
Mucopolysaccharide measurements in 
urine are used in the diagnosis and 
treatment of various inheritable dis-
orders that affect bone and connective 
tissues, such as Hurler’s, Hunter’s, 
Sanfilippo’s, Scheie’s Morquio’s and 
Maroteaux-Lamy syndromes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1509 Methylmalonic acid (non-
quantitative) test system. 

(a) Identification. A methylmalonic 
acid (nonquantitative) test system is a 
device intended to identify 
methylmalonic acid in urine. The iden-
tification of methylmalonic acid in 
urine is used in the diagnosis and 
treatment of methylmalonic aciduria, 
a heritable metabolic disorder which, if 
untreated, may cause mental retarda-
tion. 

(b) Classification. Class II. 

§ 862.1510 Nitrite (nonquantitative) 
test system. 

(a) Identification. A nitrite (non-
quantitative) test system is a device 
intended to identify nitrite in urine. 
Nitrite identification is used in the di-
agnosis and treatment of uninary tract 
infection of bacterial origin. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1515 Nitrogen (amino-nitrogen) 
test system. 

(a) Identification. A nitrogen (amino- 
nitrogen) test system is a device in-
tended to measure amino acid nitrogen 
levels in serum, plasma, and urine. Ni-
trogen (amino-nitrogen) measurements 
are used in the diagnosis and treat-
ment of certain forms of severe liver 
disease and renal disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1520 5′-Nucleotidase test system. 
(a) Identification. A 5′-nucleotidase 

test system is a device intended to 
measure the activity of the enzyme 5′- 
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nucleotidase in serum and plasma. 
Measurements of 5′-nucleotidase are 
used in the diagnosis and treatment of 
liver diseases and in the differentia-
tions between liver and bone diseases 
in the presence of elevated serum alka-
line phosphatase activity. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1530 Plasma oncometry test sys-
tem. 

(a) Identification. A plasma 
oncometry test system is a device in-
tended to measure plasma oncotic pres-
sure. Plasma oncotic pressure is that 
portion of the total fluid pressure con-
tributed by proteins and other mol-
ecules too large to pass through a spec-
ified membrane. Measurements of plas-
ma oncotic pressure are used in the di-
agnosis and treatment of dehydration 
and circulatory disorders related to 
low serum protein levels and increased 
capillary permeability, such as edema 
and shock. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1535 Ornithine carbamyl trans-
ferase test system. 

(a) Identification. An ornithine 
carbamyl transferase test system is a 
device intended to measure the activ-
ity of the enzyme ornithine carbamyl 
transferase (OCT) in serum. Ornithine 
carbamyl transferase measurements 
are used in the diagnosis and treat-
ment of liver diseases, such as infec-
tious hepatitis, acute cholecystitis (in-
flammation of the gall bladder), cir-
rhosis, and liver metastases. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1540 Osmolality test system. 

(a) Identification. An osmolality test 
system is a device intended to measure 
ionic and nonionic solute concentra-
tion in body fluids, such as serum and 
urine. Osmolality measurement is used 
as an adjunct to other tests in the eval-
uation of a variety of diseases, includ-
ing kidney diseases (e.g., chronic pro-
gressive renal failure), diabetes 
insipidus, other endocrine and meta-
bolic disorders, and fluid imbalances. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1542 Oxalate test system. 

(a) Identification. An oxalate test sys-
tem is a device intended to measure 
the concentration of oxalate in urine. 
Measurements of oxalate are used to 
aid in the diagnosis or treatment of 
urinary stones or certain other meta-
bolic disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1545 Parathyroid hormone test 
system. 

(a) Identification. A parathyroid hor-
mone test system is a device intended 
to measure the levels of parathyroid 
hormone in serum and plasma. Meas-
urements of parathyroid hormone lev-
els are used in the differential diag-
nosis of hypercalcemia (abnormally 
high levels of calcium in the blood) and 
hypocalcemia (abnormally low levels of 
calcium in the blood) resulting from 
disorders of calcium metabolism. 

(b) Classification. Class II. 

VerDate Nov<24>2008 08:48 May 12, 2009 Jkt 217072 PO 00000 Frm 00216 Fmt 8010 Sfmt 8010 Y:\SGML\217072.XXX 217072tja
m

es
 o

n 
P

R
O

D
P

C
75

 w
ith

 C
F

R



207 

Food and Drug Administration, HHS § 862.1580 

§ 862.1550 Urinary pH (nonquantita-
tive) test system. 

(a) Identification. A urinary pH (non-
quantitative) test system is a device 
intended to estimate the pH of urine. 
Estimations of pH are used to evaluate 
the acidity or alkalinity of urine as it 
relates to numerous renal and meta-
bolic disorders and in the monitoring 
of patients with certain diets. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1555 Phenylalanine test system. 
(a) Identification. A phenylalanine 

test system is a device intended to 
measure free phenylalanine (an amino 
acid) in serum, plasma, and urine. 
Measurements of phenylalanine are 
used in the diagnosis and treatment of 
congenital phenylketonuria which, if 
untreated, may cause mental retarda-
tion. 

(b) Classification. Class II. 

§ 862.1560 Urinary phenylketones 
(nonquantitative) test system. 

(a) Identification. A urinary 
phenylketones (nonquantitative) test 
system is a device intended to identify 
phenylketones (such as phenylpyruvic 
acid) in urine. The identification of 
urinary phenylketones is used in the 
diagnosis and treatment of congenital 
phenylketonuria which, if untreated, 
may cause mental retardation. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1565 6-Phosphogluconate dehy-
drogenase test system. 

(a) Identification. A 6- 
phosphogluconate dehydrogenase test 
system is a device intended to measure 
the activity of the enzyme 6- 
phosphogluconate dehydrogenase (6 
PGD) in serum and erythrocytes. Meas-
urements of 6-phosphogluconate dehy-

drogenase are used in the diagnosis and 
treatment of certain liver diseases 
(such as hepatitis) and anemias. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1570 Phosphohexose isomerase 
test system. 

(a) Identification. A phosphohexose 
isomerase test system is a device in-
tended to measure the activity of the 
enzyme phosphohexose isomerase in 
serum. Measurements of 
phosphohexose isomerase are used in 
the diagnosis and treatment of muscle 
diseases such as muscular dystrophy, 
liver diseases such as hepatitis or cir-
rhosis, and metastatic carcinoma. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1575 Phospholipid test system. 

(a) Identification. A phospholipid test 
system is a device intended to measure 
phospholipids in serum and plasma. 
Measurements of phospholipids are 
used in the diagnosis and treatment of 
disorders involving lipid (fat) metabo-
lism. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1580 Phosphorus (inorganic) test 
system. 

(a) Identification. A phosphorus (inor-
ganic) test system is a device intended 
to measure inorganic phosphorus in 
serum, plasma, and urine. Measure-
ments of phosphorus (inorganic) are 
used in the diagnosis and treatment of 

VerDate Nov<24>2008 08:48 May 12, 2009 Jkt 217072 PO 00000 Frm 00217 Fmt 8010 Sfmt 8010 Y:\SGML\217072.XXX 217072tja
m

es
 o

n 
P

R
O

D
P

C
75

 w
ith

 C
F

R



208 

21 CFR Ch. I (4–1–09 Edition) § 862.1585 

various disorders, including parathy-
roid gland and kidney diseases, and vi-
tamin D imbalance. 

(b) Classification. Class I. 

§ 862.1585 Human placental lactogen 
test system. 

(a) Identification. A human placental 
lactogen test system is a device in-
tended to measure the hormone human 
placental lactogen (HPL), (also known 
as human chorionic 
somatomammotrophin (HCS)), in ma-
ternal serum and maternal plasma. 
Measurements of human placental 
lactogen are used in the diagnosis and 
clinical management of high-risk preg-
nancies involving fetal distress associ-
ated with placental insufficiency. 
Measurements of HPL are also used in 
pregnancies complicated by hyper-
tension, proteinuria, edema, post-ma-
turity, placental insufficiency, or pos-
sible miscarriage. 

(b) Classification. Class II. 

§ 862.1590 Porphobilinogen test sys-
tem. 

(a) Identification. A porphobilinogen 
test system is a device intended to 
measure porphobilinogen (one of the 
derivatives of hemoglobin which can 
make the urine a red color) in urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of porphyrias (primarily inher-
ited diseases associated with disturbed 
porphyrine metabolism), lead poi-
soning, and other diseases character-
ized by alterations in the heme path-
way. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1595 Porphyrins test system. 
(a) Identification. A porphyrins test 

system is a device intended to measure 
porphyrins (compounds formed during 
the biosynthesis of heme, a constituent 
of hemoglobin, and related compounds) 
in urine and feces. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of lead poi-
soning, porphyrias (primarily inherited 

diseases associated with disturbed por-
phyrin metabolism), and other diseases 
characterized by alterations in the 
heme pathway. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1600 Potassium test system. 

(a) Identification. A potassium test 
system is a device intended to measure 
potassium in serum, plasma, and urine. 
Measurements obtained by this device 
are used to monitor electrolyte balance 
in the diagnosis and treatment of dis-
eases conditions characterized by low 
or high blood potassium levels. 

(b) Classification. Class II. 

§ 862.1605 Pregnanediol test system. 

(a) Identification. A pregnanediol test 
system is a device intended to measure 
pregnanediol (a major urinary meta-
bolic product of progesterone) in urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of disorders of the ovaries or pla-
centa. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1610 Pregnanetriol test system. 

(a) Identification. A pregnanetriol test 
system is a device intended to measure 
pregnanetriol (a precursor in the bio-
synthesis of the adrenal hormone 
cortisol) in urine. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of congenital 
adrenal hyperplasia (congenital en-
largement of the adrenal gland). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 
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§ 862.1615 Pregnenolone test system. 
(a) Identification. A pregnenolone test 

system is a device intended to measure 
pregnenolone (a precursor in the bio-
synthesis of the adrenal hormone 
cortisol and adrenal androgen) in 
serum and plasma. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of diseases of 
the adrenal cortex or the gonads. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1620 Progesterone test system. 
(a) Identification. A progesterone test 

system is a device intended to measure 
progesterone (a female hormone) in 
serum and plasma. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of disorders of 
the ovaries or placenta. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1625 Prolactin (lactogen) test sys-
tem. 

(a) Identification. A prolactin 
(lactogen) test system is a device in-
tended to measure the anterior pitui-
tary polypeptide hormone prolactin in 
serum and plasma. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of disorders of 
the anterior pituitary gland or of the 
hypothalamus portion of the brain. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1630 Protein (fractionation) test 
system. 

(a) Identification. A protein (fraction-
ation) test system is a device intended 
to measure protein fractions in blood, 

urine, cerebrospinal fluid, and other 
body fluids. Protein fractionations are 
used as an aid in recognizing abnormal 
proteins in body fluids and genetic 
variants of proteins produced in dis-
eases with tissue destruction. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1635 Total protein test system. 

(a) Identification. A total protein test 
system is a device intended to measure 
total protein(s) in serum or plasma. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of a variety of diseases involving 
the liver, kidney, or bone marrow as 
well as other metabolic or nutritional 
disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 63 
FR 59225, Nov. 3, 1998] 

§ 862.1640 Protein-bound iodine test 
system. 

(a) Identification. A protein-bound io-
dine test system is a device intended to 
measure protein-bound iodine in 
serum. Measurements of protein-bound 
iodine obtained by this device are used 
in the diagnosis and treatment of thy-
roid disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1645 Urinary protein or albumin 
(nonquantitative) test system. 

(a) Identification. A urinary protein or 
albumin (nonquantitative) test system 
is a device intended to identify pro-
teins or albumin in urine. Identifica-
tion of urinary protein or albumin 
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(nonquantitative) is used in the diag-
nosis and treatment of disease condi-
tions such as renal or heart diseases or 
thyroid disorders, which are character-
ized by proteinuria or albuminuria. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1650 Pyruvate kinase test system. 
(a) Identification. A pyruvate kinase 

test system is a device intended to 
measure the activity of the enzyme 
pyruvate kinase in erythrocytes (red 
blood cells). Measurements obtained by 
this device are used in the diagnosis 
and treatment of various inherited 
anemias due to pyruvate kinase defi-
ciency or of acute leukemias. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1655 Pyruvic acid test system. 
(a) Identification. A pyruvic acid test 

system is a device intended to measure 
pyruvic acid (an intermediate com-
pound in the metabolism of carbo-
hydrate) in plasma. Measurements ob-
tained by this device are used in the 
evaluation of electrolyte metabolism 
and in the diagnosis and treatment of 
acid-base and electrolyte disturbances 
or anoxia (the reduction of oxygen in 
body tissues). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1660 Quality control material (as-
sayed and unassayed). 

(a) Identification. A quality control 
material (assayed and unassayed) for 
clinical chemistry is a device intended 
for medical purposes for use in a test 
system to estimate test precision and 

to detect systematic analytical devi-
ations that may arise from reagent or 
analytical instrument variation. A 
quality control material (assayed and 
unassayed) may be used for proficiency 
testing in interlaboratory surveys. 
This generic type of device includes 
controls (assayed and unassayed) for 
blood gases, electrolytes, enzymes, 
multianalytes (all kinds), single (speci-
fied) analytes, or urinalysis controls. 

(b) Classification. Class I (general con-
trols). Except when used in donor 
screening tests, unassayed material is 
exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1665 Sodium test system. 

(a) Identification. A sodium test sys-
tem is a device intended to measure so-
dium in serum, plasma, and urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of aldosteronism (excessive secre-
tion of the hormone aldosterone), dia-
betes insipidus (chronic excretion of 
large amounts of dilute urine, accom-
panied by extreme thirst), adrenal hy-
pertension, Addison’s disease (caused 
by destruction of the adrenal glands), 
dehydration, inappropriate antidiuretic 
hormone secretion, or other diseases 
involving electrolyte imbalance. 

(b) Classification. Class II. 

§ 862.1670 Sorbitol dehydrogenase test 
system. 

(a) Identification. A sorbitol dehydro-
genase test system is a device intended 
to measure the activity of the enzyme 
sorbitol dehydrogenase in serum. Meas-
urements obtained by this device are 
used in the diagnosis and treatment of 
liver disorders such as cirrhosis or 
acute hepatitis. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 
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§ 862.1675 Blood specimen collection 
device. 

(a) Identification. A blood specimen 
collection device is a device intended 
for medical purposes to collect and to 
handle blood specimens and to separate 
serum from nonserum (cellular) compo-
nents prior to further testing. This ge-
neric type device may include blood 
collection tubes, vials, systems, serum 
separators, blood collection trays, or 
vacuum sample tubes. 

(b) Classification. Class II. 

§ 862.1678 Tacrolimus test system. 
(a) Identification. A tacrolimus test 

system is a device intended to quan-
titatively determine tacrolimus con-
centrations as an aid in the manage-
ment of transplant patients receiving 
therapy with this drug. This generic 
type of device includes immunoassays 
and chromatographic assays for 
tacrolimus. 

(b) Classification. Class II (special 
controls). The special control is ‘‘Class 
II Special Controls Guidance Docu-
ment: Cyclosporine and Tacrolimus As-
says; Guidance for Industry and FDA.’’ 
See § 862.1(d) for the availability of this 
guidance document. 

[67 FR 58329, Sept. 16, 2002] 

§ 862.1680 Testosterone test system. 
(a) Identification. A testosterone test 

system is a device intended to measure 
testosterone (a male sex hormone) in 
serum, plasma, and urine. Measure-
ment of testosterone are used in the di-
agnosis and treatment of disorders in-
volving the male sex hormones 
(androgens), including primary and sec-
ondary hypogonadism, delayed or pre-
cocious puberty, impotence in males 
and, in females hirsutism (excessive 
hair) and virilization (masculinization) 
due to tumors, polycystic ovaries, and 
adrenogenital syndromes. 

(b) Classification. Class I. 

[52 FR 16122, May 1, 1987; 53 FR 11645, Apr. 8, 
1988] 

§ 862.1685 Thyroxine-binding globulin 
test system. 

(a) Identification. A thyroxine-binding 
globulin test system is a device in-
tended to measure thyroxine (thyroid)- 
binding globulin (TBG), a plasma pro-

tein which binds thyroxine, in serum 
and plasma. Measurements obtained by 
this device are used in the diagnosis 
and treatment of thyroid diseases. 

(b) Classification. Class II. 

§ 862.1690 Thyroid stimulating hor-
mone test system. 

(a) Identification. A thyroid stimu-
lating hormone test system is a device 
intended to measure thyroid stimu-
lating hormone, also known as thyrot-
rophin and thyrotrophic hormone, in 
serum and plasma. Measurements of 
thyroid stimulating hormone produced 
by the anterior pituitary are used in 
the diagnosis of thyroid or pituitary 
disorders. 

(b) Classification. Class II. 

§ 862.1695 Free thyroxine test system. 

(a) Identification. A free thyroxine 
test system is a device intended to 
measure free (not protein bound) 
thyroxine (thyroid hormone) in serum 
or plasma. Levels of free thyroxine in 
plasma are thought to reflect the 
amount of thyroxine hormone avail-
able to the cells and may therefore de-
termine the clinical metabolic status 
of thyroxine. Measurements obtained 
by this device are used in the diagnosis 
and treatment of thyroid diseases. 

(b) Classification. Class II. 

§ 862.1700 Total thyroxine test system. 

(a) Identification. A total thyroxine 
test system is a device intended to 
measure total (free and protein bound) 
thyroxine (thyroid hormone) in serum 
and plasma. Measurements obtained by 
this device are used in the diagnosis 
and treatment of thyroid diseases. 

(b) Classification. Class II. 

§ 862.1705 Triglyceride test system. 

(a) Identification. A triglyceride test 
system is a device intended to measure 
triglyceride (neutral fat) in serum and 
plasma. Measurements obtained by this 
device are used in the diagnosis and 
treatment of patients with diabetes 
mellitus, nephrosis, liver obstruction, 
other diseases involving lipid metabo-
lism, or various endocrine disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1710 Total triiodothyronine test 
system. 

(a) Identification. A total 
triiodothyronine test system is a de-
vice intended to measure the hormone 
triiodothyronine in serum and plasma. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of thyroid diseases such as hyper-
thyroidism. 

(b) Classification. Class II. This device 
is exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to the limita-
tions in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 62286, Oct. 18, 2000] 

§ 862.1715 Triiodothyronine uptake 
test system. 

(a) Identification. A triiodothyronine 
uptake test system is a device intended 
to measure the total amount of binding 
sites available for binding thyroid hor-
mone on the thyroxine-binding pro-
teins, thyroid-binding globulin, 
thyroxine-binding prealbumin, and al-
bumin of serum and plasma. The device 
provides an indirect measurement of 
thyrkoxine levels in serum and plasma. 
Measurements of triiodothyronine up-
take are used in the diagnosis and 
treatment of thyroid disorders. 

(b) Classification. Class II. The device 
is exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to the limita-
tions in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 64 
FR 1124, Jan. 8, 1999] 

§ 862.1720 Triose phosphate isomerase 
test system. 

(a) Identification. A triose phosphate 
isomerase test system is a device in-
tended to measure the activity of the 
enzyme triose phosphate isomerase in 
erythrocytes (red blood cells). Triose 
phosphate isomerase is an enzyme im-
portant in glycolysis (the energy-yield-
ing conversion of glucose to lactic acid 
in various tissues). Measurements ob-
tained by this device are used in the di-

agnosis and treatment of congenital 
triose phosphate isomerase enzyme de-
ficiency, which causes a type of hemo-
lytic anemia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 subject to the 
limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1725 Trypsin test system. 

(a) Identification. A trypsin test sys-
tem is a device intended to measure 
the activity of trypsin (a pancreatic 
enzyme important in digestion for the 
breakdown of proteins) in blood and 
other body fluids and in feces. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of pan-
creatic disease. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1730 Free tyrosine test system. 

(a) Identification. A free tyrosine test 
system is a device intended to measure 
free tyrosine (an amono acid) in serum 
and urine. Measurements obtained by 
this device are used in the diagnosis 
and treatment of diseases such as con-
genital tyrosinemia (a disease that can 
cause liver/kidney disorders) and as an 
adjunct to the measurement of 
phenylalanine in detecting congenital 
phenylketonuria (a disease that can 
cause brain damage). 

(b) Classification. Class I. 

§ 862.1770 Urea nitrogen test system. 

(a) Identification. A urea nitrogen test 
system is a device intended to measure 
urea nitrogen (an end-product of nitro-
gen metabolism) in whole blood, 
serum, plasma, and urine. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of cer-
tain renal and metabolic diseases. 

(b) Classification. Class II. 
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§ 862.1775 Uric acid test system. 

(a) Identification. A uric acid test sys-
tem is a device intended to measure 
uric acid in serum, plasma, and urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of numerous renal and metabolic 
disorders, including renal failure, gout, 
leukemia, psoriasis, starvation or 
other wasting conditions, and of pa-
tients receiving cytotoxic drugs. 

(b) Classification. Class I. 

§ 862.1780 Urinary calculi (stones) test 
system. 

(a) Identification. A urinary calculi 
(stones) test system is a device in-
tended for the analysis of urinary 
calculi. Analysis of urinary calculi is 
used in the diagnosis and treatment of 
calculi of the urinary tract. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1785 Urinary urobilinogen (non-
quantitative) test system. 

(a) Identification. A urinary urobi-
linogen (nonquantitative) test system 
is a device intended to detect and esti-
mate urobilinogen (a bile pigment deg-
radation product of red cell hemo-
globin) in urine. Estimations obtained 
by this device are used in the diagnosis 
and treatment of liver diseases and he-
molytic (red cells) disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1790 Uroporphyrin test system. 

(a) Identification. A uroporphyrin test 
system is a device intended to measure 
uroporphyrin in urine. Measurements 
obtained by this device are used in the 
diagnosis and treatment of porphyrias 
(primarily inherited diseases associ-
ated with disturbed porphyrin metabo-
lism), lead poisoning, and other dis-

eases characterized by alterations in 
the heme pathway. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1795 Vanilmandelic acid test sys-
tem. 

(a) Identification. A vanilmandelic 
acid test system is a device intended to 
measure vanilmandelic acid in urine. 
Measurements of vanilmandelic acid 
obtained by this device are used in the 
diagnosis and treatment of neuro-
blastoma, pheochromocytoma, and cer-
tain hypertensive conditions. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1805 Vitamin A test system. 
(a) Identification. A vitamin A test 

system is a device intended to measure 
vitamin A in serum or plasma. Meas-
urements obtained by this device are 
used in the diagnosis and treatment of 
vitamin A deficiency conditions, in-
cluding night blindness, or skin, eye, or 
intestinal disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1810 Vitamin B12 test system. 
(a) Identification. A vitamin B12 test 

system is a device intended to measure 
vitamin B12 in serum, plasma, and 
urine. Measurements obtained by this 
device are used in the diagnosis and 
treatment of anemias of gastro-
intestinal malabsorption. 

(b) Classification. Class II. 

§ 862.1815 Vitamin E test system. 
(a) Identification. A vitamin E test 

system is a device intended to measure 
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vitamin E (tocopherol) in serum. Meas-
urements obtained by this device are 
used in the diagnosis and treatment of 
infants with vitamin E deficiency syn-
drome. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 subject to the 
limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1820 Xylose test system. 

(a) Identification. A xylose test sys-
tem is a device intended to measure 
xylose (a sugar) in serum, plasma, and 
urine. Measurements obtained by this 
device are used in the diagnosis and 
treatment of gastrointestinal mal-
absorption syndrome (a group of dis-
orders in which there is subnormal ab-
sorption of dietary constituents and 
thus excessive loss from the body of 
the nonabsorbed substances). 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.1825 Vitamin D test system. 

(a) Identification. A vitamin D test 
system is a device intended for use in 
clinical laboratories for the quan-
titative determination of 25- 
hydroxyvitamin D (25-OH-D) and other 
hydroxylated metabolites of vitamin D 
in serum or plasma to be used in the 
assessment of vitamin D sufficiency. 

(b) Classification. Class II (special 
controls). Vitamin D test systems must 
comply with the following special con-
trols: 

(1) Labeling in conformance with 21 
CFR 809.10 and 

(2) Compliance with existing stand-
ards of the National Committee on 
Clinical Laboratory Standards. 

[63 FR 40366, July 29, 1998] 

Subpart C—Clinical Laboratory 
Instruments 

§ 862.2050 General purpose laboratory 
equipment labeled or promoted for 
a specific medical use. 

(a) Identification. General purpose 
laboratory equipment labeled or pro-
moted for a specific medical use is a 
device that is intended to prepare or 
examine specimens from the human 
body and that is labeled or promoted 
for a specific medical use. 

(b) Classification. Class I (general con-
trols). The device is identified in para-
graph (a) of this section and is exempt 
from the premarket notification proce-
dures in subpart E of part 807 of this 
chapter subject to the limitations in 
§ 862.9. The device is also exempt from 
the current good manufacturing prac-
tice requirements of the quality sys-
tem regulation in part 820 of this chap-
ter, with the exception of § 820.180, with 
respect to general requirements con-
cerning records, and § 820.198, with re-
spect to complaint files. 

[52 FR 16122, May 1, 1987, as amended at 66 
FR 38788, July 25, 2001] 

§ 862.2100 Calculator/data processing 
module for clinical use. 

(a) Identification. A calculator/data 
processing module for clinical use is an 
electronic device intended to store, re-
trieve, and process laboratory data. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.2140 Centrifugal chemistry ana-
lyzer for clinical use. 

(a) Identification. A centrifugal chem-
istry analyzer for clinical use is an 
automatic device intended to cen-
trifugally mix a sample and a reagent 
and spectrophotometrically measure 
concentrations of the sample constitu-
ents. This device is intended for use in 
conjunction with certain materials to 
measure a variety of analytes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.2150 Continuous flow sequential 
multiple chemistry analyzer for 
clinical use. 

(a) Identification. A continuous flow 
sequential multiple chemistry analyzer 
for clinical use is a modular analytical 
instrument intended to simultaneously 
perform multiple chemical procedures 
using the principles of automated con-
tinuous flow systems. This device is in-
tended for use in conjunction with cer-
tain materials to measure a variety of 
analytes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2308, Jan. 14, 2000] 

§ 862.2160 Discrete photometric chem-
istry analyzer for clinical use. 

(a) Identification. A discrete photo-
metric chemistry analyzer for clinical 
use is a device intended to duplicate 
manual analytical procedures by per-
forming automatically various steps 
such as pipetting, preparing filtrates, 
heating, and measuring color intensity. 
This device is intended for use in con-
junction with certain materials to 
measure a variety of analytes. Dif-
ferent models of the device incorporate 
various instrumentation such as micro 
analysis apparatus, double beam, sin-
gle, or dual channel photometers, and 
bichromatic 2-wavelength 
photometers. Some models of the de-
vice may include reagent-containing 
components that may also serve as re-
action units. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2170 Micro chemistry analyzer 
for clinical use. 

(a) Identification. A micro chemistry 
analyzer for clinical use is a device in-
tended to duplicate manual analytical 
procedures by performing automati-
cally various steps such as pipetting, 
preparing filtrates, heating, and meas-
uring color intensity. The distin-
guishing characteristic of the device is 
that it requires only micro volume 
samples obtainable from pediatric pa-
tients. This device is intended for use 
in conjunction with certain materials 
to measure a variety of analytes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2230 Chromatographic separa-
tion material for clinical use. 

(a) Identification. A chromatographic 
separation material for clinical use is a 
device accessory (e.g., ion exchange 
absorbents, ion exchagne resins, and 
ion papers) intended for use in ion ex-
change chromatography, a procedure in 
which a compound is separated from a 
solution. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38788, July 25, 
2001] 

§ 862.2250 Gas liquid chromatography 
system for clinical use. 

(a) Identification. A gas liquid chro-
matography system for clinical use is a 
device intended to separate one or 
more drugs or compounds from a mix-
ture. Each of the constituents in a va-
porized mixture of compounds is sepa-
rated according to its vapor pressure. 
The device may include accessories 
such as columns, gases, column sup-
ports, and liquid coating. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 

VerDate Nov<24>2008 08:48 May 12, 2009 Jkt 217072 PO 00000 Frm 00225 Fmt 8010 Sfmt 8010 Y:\SGML\217072.XXX 217072tja
m

es
 o

n 
P

R
O

D
P

C
75

 w
ith

 C
F

R



216 

21 CFR Ch. I (4–1–09 Edition) § 862.2260 

subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2260 High pressure liquid chro-
matography system for clinical use. 

(a) Identification. A high pressure liq-
uid chromatography system for clinical 
use is a device intended to separate one 
or more drugs or compounds from a so-
lution by processing the mixture of 
compounds (solutes) through a column 
packed with materials of uniform size 
(stationary phase) under the influence 
of a high pressure liquid (mobile 
phase). Separation of the solutes oc-
curs either by absorption, sieving, par-
tition, or selective affinity. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2270 Thin-layer chromatography 
system for clinical use. 

(a) Identification. A thin-layer chro-
matography (TLC) system for clinical 
use is a device intended to separate one 
or more drugs or compounds from a 
mixture. The mixture of compounds is 
absorbed onto a stationary phase or 
thin layer of inert material (e.g., cel-
lulose, alumina, etc.) and eluted off by 
a moving solvent (moving phase) until 
equilibrium occurs between the two 
phases. 

(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 § 862.9. Particular compo-
nents of TLC systems, i.e., the thin- 
layer chromatography apparatus, TLC 
atomizer, TLC developing tanks, and 
TLC ultraviolet light, are exempt from 
the current good manufacturing prac-
tice requirements of the quality sys-
tem regulation in part 820 of this chap-
ter, with the exception of § 820.180 of 
this chapter, with respect to general 
requirements concerning records, and 

§ 820.198 of this chapter, with respect to 
complaint files. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2300 Colorimeter, photometer, or 
spectrophotometer for clinical use. 

(a) Identification. A colorimeter, a 
photometer, or a spectrophotometer 
for clinical use is an instrument in-
tended to measure radiant energy 
emitted, transmitted, absorbed, or re-
flected under controlled conditions. 
The device may include a 
monochromator to produce light of a 
specific wavelength. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2310 Clinical sample concen-
trator. 

(a) Identification. A clinical sample 
concentrator is a device intended to 
concentrate (by dialysis, evaporation, 
etc.) serum, urine, cerebrospinal fluid, 
and other body fluids before the fluids 
are analyzed. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 60 
FR 38899, July 28, 1995; 66 FR 38788, July 25, 
2001] 

§ 862.2320 Beta or gamma counter for 
clinical use. 

(a) Identification. A beta or gamma 
counter for clinical use is a device in-
tended to detect and count beta or 
gamma radiation emitted by clinical 
samples. Clinical samples are prepared 
by addition of a radioactive reagent to 
the sample. These measurements are 
useful in the diagnosis and treatment 
of various disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 60 
FR 38900, July 28, 1995; 66 FR 38788, July 25, 
2001] 

§ 862.2400 Densitometer/scanner (inte-
grating, reflectance, TLC, or 
radiochromatogram) for clinical 
use. 

(a) Identification. A densitometer/ 
scanner (integrating, reflectance, thin- 
layer chromatography, or 
radiochromatogram) for clinical use is 
device intended to measure the con-
centration of a substance on the sur-
face of a film or other support media 
by either a photocell measurement of 
the light transmission through a given 
area of the medium or, in the case of 
the radiochromatogram scanner, by 
measurement of the distribution of a 
specific radio-active element on a 
radiochromatogram. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2485 Electrophoresis apparatus 
for clinical use. 

(a) Identification. An electrophoresis 
apparatus for clinical use is a device 
intended to separate molecules or par-
ticles, including plasma proteins, 
lipoproteins, enzymes, and 
hemoglobulins on the basis of their net 
charge in specified buffered media. 
This device is used in conjunction with 
certain materials to measure a variety 
of analytes as an aid in the diagnosis 
and treatment of certain disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 60 
FR 38900, July 28, 1995; 66 FR 38788, July 25, 
2001] 

§ 862.2500 Enzyme analyzer for clinical 
use. 

(a) Identification. An enzyme analyzer 
for clinical use is a device intended to 
measure enzymes in plasma or serum 

by nonkinetic or kinetic measurement 
of enzyme-catalyzed reactions. This de-
vice is used in conjunction with certain 
materials to measure a variety of en-
zymes as an aid in the diagnosis and 
treatment of certain enzyme-related 
disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2540 Flame emission photometer 
for clinical use. 

(a) Identification. A flame emission 
photometer for clinical use is a device 
intended to measure the concentration 
of sodium, potassium, lithium, and 
other metal ions in body fluids. Abnor-
mal variations in the concentration of 
these substances in the body are indic-
ative of certain disorders (e.g., electro-
lyte imbalance and heavy metal intoxi-
cation) and are, therefore, useful in di-
agnosis and treatment of those dis-
orders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2560 Fluorometer for clinical use. 

(a) Identification. A fluorometer for 
clinical use is a device intended to 
measure by fluorescence certain 
analytes. Fluorescence is the property 
of certain substances of radiating, 
when illuminated, a light of a different 
wavelength. This device is used in con-
junction with certain materials to 
measure a variety of analytes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 
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§ 862.2570 Instrumentation for clinical 
multiplex test systems. 

(a) Identification. Instrumentation for 
clinical multiplex test systems is a de-
vice intended to measure and sort mul-
tiple signals generated by an assay 
from a clinical sample. This instru-
mentation is used with a specific assay 
to measure multiple similar analytes 
that establish a single indicator to aid 
in diagnosis. Such instrumentation 
may be compatible with more than one 
specific assay. The device includes a 
signal reader unit, and may also inte-
grate reagent handling, hybridization, 
washing, dedicated instrument control, 
and other hardware components, as 
well as raw data storage mechanisms, 
data acquisition software, and software 
to process detected signals. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Instrumentation for Clinical Multiplex 
Test Systems.’’ See § 862.1(d) for the 
availability of this guidance document. 

[70 FR 11868, Mar. 10, 2005] 

§ 862.2680 Microtitrator for clinical 
use. 

(a) Identification. A microtitrator for 
clinical use is a device intended for use 
in micronanalysis to measure the con-
centration of a substance by reacting it 
with a measure ‘‘micro’’ volume of a 
known standardized solution. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2700 Nephelometer for clinical 
use. 

(a) Identification. A nephelometer for 
clinical use is a device intended to esti-
mate the concentration of particles in 
a suspension by measuring their light 
scattering properties (the deflection of 
light rays by opaque particles in their 
path). The device is used in conjunc-
tion with certain materials to measure 
the concentration of a variety of 
analytes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2720 Plasma oncometer for clin-
ical use. 

(a) Identification. A plasma oncometer 
for clinical use is a device intended to 
measure plasma oncotic pressure, 
which is that portion of the total plas-
ma osmotic pressure contributed by 
protein and other molecules too large 
to pass through a specified 
semipermeable membrane. Because 
variations in plasma oncotic pressure 
are indications of certain disorders, 
measurements of the variations are 
useful in the diagnosis and treatment 
of these disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 60 
FR 38900, July 28, 1995; 66 FR 38788, July 25, 
2001] 

§ 862.2730 Osmometer for clinical use. 

(a) Identification. An osmometer for 
clinical use is a device intended to 
measure the osmotic pressure of body 
fluids. Osmotic pressure is the pressure 
required to prevent the passage of a so-
lution with a lesser solute concentra-
tion into a solution with greater solute 
concentration when the two solutions 
are separated by a semipermeable 
membrane. The concentration of a so-
lution affects its osmotic pressure, 
freezing point, and other 
physiochemical properties. 
Osmometers determine osmotic pres-
sure by methods such as the measure-
ment of the freezing point. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of body 
fluid disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2750 Pipetting and diluting sys-
tem for clinical use. 

(a) Identification. A pipetting and di-
luting system for clinical use is a de-
vice intended to provide an accurately 
measured volume of liquid at a speci-
fied temperature for use in certain test 
procedures. This generic type of device 
system includes serial, manual, auto-
mated, and semi-automated dilutors, 
pipettors, dispensers, and pipetting sta-
tions. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2800 Refractometer for clinical 
use. 

(a) Identification. A refractometer for 
clinical use is a device intended to de-
termine the amount of solute in a solu-
tion by measuring the index of refrac-
tion (the ratio of the velocity of light 
in a vacuum to the velocity of light in 
the solution). The index of refraction is 
used to measure the concentration of 
certain analytes (solutes), such a plas-
ma total proteins and urinary total 
solids. Measurements obtained by this 
device are used in the diagnosis and 
treatment of certain conditions. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 60 
FR 38900, July 28, 1995; 66 FR 38788, July 25, 
2001] 

§ 862.2850 Atomic absorption spectro-
photometer for clinical use. 

(a) Identification. An atomic absorp-
tion spectrophotometer for clinical use 
is a device intended to identify and 
measure elements and metals (e.g., 
lead and mercury) in human specimens. 
The metal elements are identified ac-
cording to the wavelength and inten-

sity of the light that is absorbed when 
the specimen is converted to the atom-
ic vapor phase. Measurements obtained 
by this device are used in the diagnosis 
and treatment of certain conditions. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2860 Mass spectrometer for clin-
ical use. 

(a) Identification. A mass spectrom-
eter for clinical use is a device in-
tended to identify inorganic or organic 
compounds (e.g., lead, mercury, and 
drugs) in human specimens by ionizing 
the compound under investigation and 
separating the resulting ions by means 
of an electrical and magnetic field ac-
cording to their mass. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2900 Automated urinalysis sys-
tem. 

(a) Identification. An automated uri-
nalysis system is a device intended to 
measure certain of the physical prop-
erties and chemical constituents of 
urine by procedures that duplicate 
manual urinalysis systems. This device 
is used in conjunction with certain ma-
terials to measure a variety of urinary 
analytes. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.2920 Plasma viscometer for clin-
ical use. 

(a) Identification. A plasma viscom-
eter for clinical use is a device in-
tended to measure the viscosity of 
plasma by determining the time period 
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required for the plasma to flow a meas-
ured distance through a calibrated 
glass tube. Measurements obtained by 
this device are used to monitor changes 
in the amount of solids present in plas-
ma in various disorders. 

(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 § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 60 
FR 38900, July 28, 1995; 66 FR 38788, July 25, 
2001] 

Subpart D—Clinical Toxicology 
Test Systems 

§ 862.3030 Acetaminophen test system. 

(a) Identification. An acetaminophen 
test system is a device intended to 
measure acetaminophen, an analgestic 
and fever reducing drug, in serum. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of acetaminophen overdose. 

(b) Classification. Class II. 

§ 862.3035 Amikacin test system. 

(a) Identification. An amikacin test 
system is a device intended to measure 
amikacin, an aminoglycoside anti-
biotic drug, in serum and plasma. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of amikacin overdose and in mon-
itoring levels of amikacin to ensure ap-
propriate therapy. 

(b) Classification. Class II. 

§ 862.3040 Alcohol test system. 

(a) Identification. An alcohol test sys-
tem is a device intented to measure al-
cohol (e.g., ethanol, methanol, 
isopropanol, etc.) in human body fluids 
(e.g., serum, whole blood, and urine). 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of alcohol intoxication and poi-
soning. 

(b) Classification. Class II. 

§ 862.3050 Breath-alcohol test system. 

(a) Identification. A breath-alcohol 
test system is a device intened to 
measure alcohol in the human breath. 
Measurements obtained by this device 

are used in the diagnosis of alcohol in-
toxication. 

(b) Classification. Class I. 

§ 862.3080 Breath nitric oxide test sys-
tem. 

(a) Identification. A breath nitric 
oxide test system is a device intended 
to measure fractional nitric oxide in 
human breath. Measurement of 
changes in fractional nitric oxide con-
centration in expired breath aids in 
evaluating an asthma patient’s re-
sponse to anti-inflammatory therapy, 
as an adjunct to established clinical 
and laboratory assessments of asthma. 
A breath nitric oxide test system com-
bines chemiluminescence detection of 
nitric oxide with a pneumotachograph, 
display, and dedicated software. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance entitled ‘‘Class II Special 
Controls Guidance Document: Breath 
Nitric Oxide Test System.’’ See 
§ 862.1(d) for the availability of this 
guidance document. 

[68 FR 40127, July 7, 2003] 

§ 862.3100 Amphetamine test system. 
(a) Identification. An amphetamine 

test system is a device intended to 
measure amphetamine, a central nerv-
ous system stimulating drug, in plasma 
and urine. Measurements obtained by 
this device are used in the diagnosis 
and treatment of amphetamine use or 
overdose and in monitoring levels of 
amphetamine to ensure appropriate 
therapy. 

(b) Classification. Class II. 

§ 862.3110 Antimony test system. 
(a) Identification. An antimony test 

system is a device intended to measure 
antimony, a heavy metal, in urine, 
blood, vomitus, and stomach contents. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of antimony poisoning. 

(b) Classification. Class I. 

§ 862.3120 Arsenic test system. 
(a) Identification. An arsenic test sys-

tem is a device intended to measure ar-
senic, a poisonous heavy metal, in 
urine, vomitus, stomach contents, 
nails, hair, and blood. Measurements 
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obtained by this device are used in the 
diagnosis and treatment of arsenic poi-
soning. 

(b) Classification. Class I. 

§ 862.3150 Barbiturate test system. 
(a) Identification. A barbiturate test 

system is a device intended to measure 
barbiturates, a class of hypnotic and 
sedative drugs, in serum, urine, and 
gastric contents. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of barbiturate 
use or overdose and in monitoring lev-
els of barbiturate to ensure appropriate 
therapy. 

(b) Classification. Class II. 

§ 862.3170 Benzodiazepine test system. 
(a) Identification. A benzodiazepine 

test system is a device intended to 
measure any of the benzodiazepine 
compounds, sedative and hypnotic 
drugs, in blood, plasma, and urine. The 
benzodiazepine compounds include 
chlordiazepoxide, diazepam, oxazepam, 
chlorzepate, flurazepam, and 
nitrazepam. Measurements obtained by 
this device are used in the diagnosis 
and treatment of benzodiazepine use or 
overdose and in monitoring levels of 
benzodiazepines to ensure appropriate 
therapy. 

(b) Classification. Class II. 

§ 862.3200 Clinical toxicology cali-
brator. 

(a) Identification. A clinical toxi-
cology calibrator is a device intended 
for medical purposes for use in a test 
system to establish points of reference 
that are used in the determination of 
values in the measurement of sub-
stances in human specimens. A clinical 
toxicology calibrator can be a mixture 
of drugs or a specific material for a 
particular drug (e.g., ethanol, lido-
caine, etc.). (See also § 862.2 in this 
part.) 

(b) Classification. Class II. 

§ 862.3220 Carbon monoxide test sys-
tem. 

(a) Identification. A carbon monoxide 
test system is a device intended to 
measure carbon monoxide or 
carboxyhemoglobin (carbon monoxide 
bound to the hemoglobin in the blood) 
in blood. Measurements obtained by 

this device are used in the diagnosis 
and treatment of or confirmation of 
carbon monoxide poisoning. 

(b) Classification. Class I. 

§ 862.3240 Cholinesterase test system. 

(a) Identification. A cholinesterase 
test system is a device intended to 
measure cholinesterase (an enzyme 
that catalyzes the hydrolysis of acetyl-
choline to choline) in human speci-
mens. There are two principal types of 
cholinesterase in human tissues. True 
cholinesterase is present at nerve 
endings and in erythrocytes (red blood 
cells) but is not present in plasma. 
Pseudo cholinesterase is present in 
plasma and liver but is not present in 
erythrocytes. Measurements obtained 
by this device are used in the diagnosis 
and treatment of cholinesterase inhibi-
tion disorders (e.g., insecticide poi-
soning and succinylcholine poisoning). 

(b) Classification. Class I. 

§ 862.3250 Cocaine and cocaine me-
tabolite test system. 

(a) Identification. A cocaine and co-
caine metabolite test system is a de-
vice intended to measure cocaine and a 
cocaine metabolite (benzoylecgonine) 
in serum, plasma, and urine. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of co-
caine use or overdose. 

(b) Classification. Class II. 

§ 862.3270 Codeine test system. 

(a) Identification. A codeine test sys-
tem is a device intended to measure co-
deine (a narcotic pain-relieving drug) 
in serum and urine. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of codeine use 
or overdose and in monitoring levels of 
codeine to ensure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3280 Clinical toxicology control 
material. 

(a) Identification. A clinical toxi-
cology control material is a device in-
tended to provide an estimation of the 
precision of a device test system and to 
detect and monitor systematic devi-
ations from accuracy resulting from re-
agent or instrument defects. This ge-
neric type of device includes various 
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single, and multi-analyte control ma-
terials. 

(b) Classification. Class I (general con-
trols). Except when used in donor 
screening, unassayed material is ex-
empt from the premarket notification 
procedures in subpart E of part 807 of 
this chapter subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2309, Jan. 14, 2000] 

§ 862.3300 Digitoxin test system. 
(a) Identification. A digitoxin test sys-

tem is a device intended to measure 
digitoxin, a cardiovascular drug, in 
serum and plasma. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of digitoxin 
overdose and in monitoring levels of 
digitoxin to ensure appropriate ther-
apy. 

(b) Classification. Class II. 

§ 862.3320 Digoxin test system. 
(a) Identification. A digoxin test sys-

tem is a device intended to measure 
digoxin, a cardiovascular drug, in 
serum and plasma. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of digoxin over-
dose and in monitoring levels of dig-
oxin to ensure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3350 Diphenylhydantoin test sys-
tem. 

(a) Identification. A diphenylhydan-
toin test system is a device intended to 
measure diphenylhydantoin, an 
antiepileptic drug, in human speci-
mens. Measurements obtained by this 
device are used in the diagnosis and 
treatment of diphenylhydantoin over-
dose and in monitoring levels of di-
phenylhydantoin to ensure appropriate 
therapy. 

(b) Classification. Class II. 

§ 862.3360 Drug metabolizing enzyme 
genotyping system. 

(a) Identification. A drug metabolizing 
enzyme genotyping system is a device 
intended for use in testing 
deoxyribonucleic acid (DNA) extracted 
from clinical samples to identify the 
presence or absence of human 
genotypic markers encoding a drug me-
tabolizing enzyme. This device is used 
as an aid in determining treatment 

choice and individualizing treatment 
dose for therapeutics that are metabo-
lized primarily by the specific enzyme 
about which the system provides 
genotypic information. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Drug Metabolizing Enzyme Genotyping 
Test System.’’ See § 862.1(d) for the 
availability of this guidance document. 

[70 FR 11867, Mar. 10, 2005] 

§ 862.3380 Ethosuximide test system. 

(a) Identification. An ethosuximide 
test system is a device intended to 
measure ethosuximide, an antiepileptic 
drug, in human specimens. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of 
ethosuximide overdose and in moni-
toring levels of ethosuximide to ensure 
appropriate therapy. 

(b) Classification. Class II. 

§ 862.3450 Gentamicin test system. 

(a) Identification. A gentamicin test 
system is a device intended to measure 
gentamicin, an antibiotic drug, in 
human specimens. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of gentamicin 
overdose and in monitoring levels of 
gentamicin to ensure appropriate ther-
apy. 

(b) Classification. Class II. 

§ 862.3520 Kanamycin test system. 

(a) Identification. A kanamycin test 
system is a device intended to measure 
kanamycin, an antibiotic drug, in plas-
ma and serum. Measurements obtained 
by this device are used in the diagnosis 
and treatment of kanamycin overdose 
and in monitoring levels of kanamycin 
to ensure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3550 Lead test system. 

(a) Identification. A lead test system 
is a device intended to measure lead, a 
heavy metal, in blood and urine. Meas-
urements obtained by this device are 
used in the diagnosis and treatment of 
lead poisoning. 

(b) Classification. Class II. 
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§ 862.3555 Lidocaine test system. 

(a) Identification. A lidocaine test sys-
tem is a device intended to measure 
lidocaine, an antiarrythmic and 
anticonvulsant drug, in serum and 
plasma. Measurements obtained by this 
device are used in the diagnosis and 
treatment of lidocaine overdose or in 
monitoring levels of lidocaine to en-
sure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3560 Lithium test system. 

(a) Identification. A lithium test sys-
tem is a device intended to measure 
lithium (from the drug lithium car-
bonate) in serum or plasma. Measure-
ments of lithium are used to assure 
that the proper drug dosage is adminis-
tered in the treatment of patients with 
mental disturbances, such as manic-de-
pressive illness (bipolar disorder). 

(b) Classification. Class II. 

§ 862.3580 Lysergic acid diethylamide 
(LSD) test system. 

(a) Identification. A lysergic acid 
diethylamide (LSD) test system is a 
device intended to measure lysergic 
acid diethylamide, a hallucinogenic 
drug, in serum, urine, and gastric con-
tents. Measurements obtained by this 
device are used in the diagnosis and 
treatment of LSD use or overdose. 

(b) Classification. Class II. 

§ 862.3600 Mercury test system. 

(a) Identification. A mercury test sys-
tem is a device intended to measure 
mercury, a heavy metal, in human 
specimens. Measurements obtained by 
this device are used in the diagnosis 
and treatment of mercury poisoning. 

(b) Classification. Class I. 

§ 862.3610 Methamphetamine test sys-
tem. 

(a) Identification. A methamphet-
amine test system is a device intended 
to measure methamphetamine, a cen-
tral nervous system stimulating drug, 
in serum, plasma, and urine. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of 
methamphetamine use or overdose. 

(b) Classification. Class II. 

§ 862.3620 Methadone test system. 
(a) Identification. A methadone test 

system is a device intended to measure 
methadone, an addictive narcotic pain- 
relieving drug, in serum and urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of methadone use or overdose and 
to determine compliance with regula-
tions in methadone maintenance treat-
ment. 

(b) Classification. Class II. 

§ 862.3630 Methaqualone test system. 
(a) Identification. A methaqualone 

test system is a device intended to 
measure methaqualone, a hypnotic and 
sedative drug, in urine. Measurements 
obtained by this device are used in the 
diagnosis and treatment of methaqua-
lone use or overdose. 

(b) Classification. Class II. 

§ 862.3640 Morphine test system. 
(a) Identification. A morphine test 

system is a device intended to measure 
morphine, an addictive narcotic pain- 
relieving drug, and its analogs in 
serum, urine, and gastric contents. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of morphine use or overdose and 
in monitoring levels of morphine and 
its analogs to ensure appropriate ther-
apy. 

(b) Classification. Class II. 

§ 862.3645 Neuroleptic drugs 
radioreceptor assay test system. 

(a) Identification. A neuroleptic drugs 
radioceptor assay test system is a de-
vice intended to measure in serum or 
plasma the dopamine receptor blocking 
activity of neuroleptic drugs and their 
active metabolites. A neuroleptic drug 
has anti-psychotic action affecting 
principally psychomotor activity, is 
generally without hypnotic effects, and 
is a tranquilizer. Measurements ob-
tained by this device are used to aid in 
determining whether a patient is tak-
ing the prescribed dosage level of such 
drugs. 

(b) Classification. Class II. 

§ 862.3650 Opiate test system. 
(a) Identification. An opiate test sys-

tem is a device intended to measure 
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any of the addictive narcotic pain-re-
lieving opiate drugs in blood, serum, 
urine, gastric contents, and saliva. An 
opiate is any natural or synthetic drug 
that has morphine-like 
pharmocological actions. The opiates 
include drugs such as morphine, mor-
phine glucoronide, heroin, codeine, 
nalorphine, and meperedine. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of opi-
ate use or overdose and in monitoring 
the levels of opiate administration to 
ensure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3660 Phenobarbital test system. 
(a) Identification. A phenobarbitol 

test system is a device intended to 
measure phenobarbital, an 
antiepileptic and sedative-hypnotic 
drug, in human specimens. Measure-
ments obtained by this device are used 
in the diagnosis and treatment of phe-
nobarbital use or overdose and in moni-
toring levels of phenobarbital to ensure 
appropriate therapy. 

(b) Classification. Class II. 

§ 862.3670 Phenothiazine test system. 
(a) Identification. A phenothiazine 

test system is a device intended to 
measure any of the drugs of the 
phenothiazine class in human speci-
mens. Measurements obtained by this 
device are used in the diagnosis and 
treatment of phenothiazine use or 
overdose. 

(b) Classification. Class II. 

§ 862.3680 Primidone test system. 
(a) Identification. A primidone test 

system is a device intended to measure 
primidone, an antiepileptic drug, in 
human specimens. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of primidone 
overdose and in monitoring levels of 
primidone to ensure appropriate ther-
apy. 

(b) Classification. Class II. 

§ 862.3700 Propoxyphene test system. 
(a) Identification. A propoxyphene 

test system is a device intended to 
measure propoxyphene, a pain-reliev-
ing drug, in serum, plasma, and urine. 
Measurements obtained by this device 
are used in the diagnosis and treat-

ment of propoxyphene use or overdose 
or in monitoring levels of 
propoxyphene to ensure appropriate 
therapy. 

(b) Classification. Class II. 

§ 862.3750 Quinine test system. 
(a) Identification. A quinine test sys-

tem is a device intended to measure 
quinine, a fever-reducing and pain-re-
lieving drug intended in the treatment 
of malaria, in serum and urine. Meas-
urements obtained by this device are 
used in the diagnosis and treatment of 
quinine overdose and malaria. 

(b) Classification. Class I. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21450, June 8, 1988; 65 FR 2310, Jan. 14, 
2000] 

§ 862.3830 Salicylate test system. 
(a) Identification. A salicylate test 

system is a device intended to measure 
salicylates, a class of analgesic, anti-
pyretic and anti-inflammatory drugs 
that includes aspirin, in human speci-
mens. Measurements obtained by this 
device are used in diagnosis and treat-
ment of salicylate overdose and in 
monitoring salicylate levels to ensure 
appropriate therapy. 

(b) Classification. Class II. 

§ 862.3840 Sirolimus test system. 
(a) Identification. A sirolimus test 

system is a device intended to quan-
titatively determine sirolimus con-
centrations in whole blood. Measure-
ments are used as an aid in manage-
ment of transplant patients receiving 
therapy with sirolimus. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Sirolimus Test Systems.’’ See § 862.1(d) 
for the availability of this guidance 
document. 

[69 FR 58259, Sept. 30, 2004] 

§ 862.3850 Sulfonamide test system. 
(a) Identification. A sulfonamide test 

system is a device intended to measure 
sulfonamides, any of the antibacterial 
drugs derived from sulfanilamide, in 
human specimens. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of sulfonamide 
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overdose and in monitoring sul-
fonamide levels to ensure appropriate 
therapy. 

(b) Classification. Class I. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21450, June 8, 1988; 65 FR 2310, Jan. 14, 
2000] 

§ 862.3870 Cannabinoid test system. 
(a) Identification. A cannabinoid test 

system is a device intended to measure 
any of the cannabinoids, hallucino-
genic compounds endogenous to mari-
huana, in serum, plasma, saliva, and 
urine. Cannabinoid compounds include 
delta-9-tetrahydrocannabinol, 
cannabidiol, cannabinol, and 
cannabichromene. Measurements ob-
tained by this device are used in the di-
agnosis and treatment of cannabinoid 
use or abuse and in monitoring levels 
of cannabinoids during clinical inves-
tigational use. 

(b) Classification. Class II. 

§ 862.3880 Theophylline test system. 
(a) Identification. A theophylline test 

system is a device intended to measure 
theophylline (a drug used for stimula-
tion of the muscles in the cardio-
vascular, respiratory, and central nerv-
ous systems) in serum and plasma. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of theophylline overdose or in 
monitoring levels of theophylline to 
ensure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3900 Tobramycin test system. 
(a) Identification. A tobramycin test 

system is a device intended to measure 
tobramycin, an aminoglycoside anti-
biotic drug, in plasma and serum. 
Measurements obtained by this device 
are used in the diagnosis and treat-
ment of tobramycin overdose and in 
monitoring levels of tobramycin to en-
sure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3910 Tricyclic antidepressant 
drugs test system. 

(a) Identification. A tricyclic 
antidepressant drugs test system is a 
device intended to measure any of the 
tricyclic antidepressant drugs in 
serum. The tricyclic antidepressant 
drugs include imipramine, 

desipramine, amitriptyline, 
nortriptyline, protriptyline, and 
doxepin. Measurements obtained by 
this device are used in the diagnosis 
and treatment of chronic depression to 
ensure appropriate therapy. 

(b) Classification. Class II. 

§ 862.3950 Vancomycin test system. 
(a) Identification. A vancomycin test 

system is a device intended to measure 
vancomycin, an antibiotic drug, in 
serum. Measurements obtained by this 
device are used in the diagnosis and 
treatment of vancomycin overdose and 
in monitoring the level of vancomycin 
to ensure appropriate therapy. 

(b) Classification. Class II. 

PART 864—HEMATOLOGY AND 
PATHOLOGY DEVICES 

Subpart A—General Provisions 

Sec. 
864.1 Scope. 
864.3 Effective dates of requirement for pre-

market approval. 
864.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Biological Stains 

864.1850 Dye and chemical solution stains. 
864.1860 Immunohistochemistry reagents 

and kits. 

Subpart C—Cell and Tissue Culture 
Products 

864.2220 Synthetic cell and tissue culture 
media and components. 

864.2240 Cell and tissue culture supplies and 
equipment. 

864.2260 Chromosome culture kit. 
864.2280 Cultured animal and human cells. 
864.2360 Mycoplasma detection media and 

components. 
864.2800 Animal and human sera. 
864.2875 Balanced salt solutions or formula-

tions. 

Subpart D—Pathology Instrumentation and 
Accessories 

864.3010 Tissue processing equipment. 
864.3250 Specimen transport and storage 

container. 
864.3260 OTC test sample collection systems 

for drugs of abuse testing. 
864.3300 Cytocentrifuge. 
864.3400 Device for sealing microsections. 
864.3600 Microscopes and accessories. 
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