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before the device is commercially distributed unless it is reclassified. If
FDA knows that a device being commercially distributed may be a ‘‘new’’
device as defined in this section because 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 device must have an approval under section 515 of the act before commercial
distribution.
(c) A device identified in a regulation
in this part that is classified into class
III and that is subject to the transitional provisions of section 520(1) of the
act is automatically classified by statute into class III and must have an approval under section 515 of the act before being commercially distributed.
Accordingly, the regulation for such a
class III transitional device states that
as of the enactment date of the amendments, May 28, 1976, the device must
have an approval under section 515 of
the act before commercial distribution.
§ 888.5

Resurfacing technique.

Because of resurfacing techniques,
certain joint prostheses require far less
bone resection than other devices intended to repair or replace the same
joint. The amount of bone resection
may or may not affect the safety and
effectiveness of the implantation of the
prosthesis. When a resurfacing technique is used, the name of the prosthesis includes this information.
§ 888.6

Degree of constraint.

Certain joint prostheses provide more
constraint of joint movement than others. FDA believes that the degree of
constraint is an important factor affecting the safety and effectiveness of
orthopedic prostheses. FDA is defining
the following standard terms for categorizing the degree of constraint.
(a) A ‘‘constrained’’ joint prosthesis
is used for joint replacement and prevents dislocation of the prosthesis in
more than one anatomic plane and consists of either a single, flexible, acrossthe-joint component or more than one
component linked together or affined.

(b) A ‘‘semi-constrained’’ joint prosthesis is used for partial or total joint
replacement and limits translation and
rotation of the prosthesis in one or
more planes via the geometry of its articulating surfaces. It has no acrossthe-joint linkage.
(c) A ‘‘non-constrained’’ joint prosthesis is used for partial or total joint
replacement and restricts minimally
prosthesis movement in one or more
planes. Its components have no acrossthe-joint linkage.
§ 888.9 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 reasonably foreseeable characteristics of
commercially distributed devices within 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 associated 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 submit a premarket notification to FDA
before introducing or delivering for introduction into interstate commerce
for commercial distribution the device
when:
(a) The device is intended for a use
different from the intended use of a legally marketed device in that generic
type of device; e.g., the device is intended 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 scientific technology than a legally marketed device in that generic type of device; 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 identifies infectious agents by using
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
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§ 888.1500

rather than culture or immunoassay
technology; or
(c) The device is an in vitro device
that is intended:
(1) For use in the diagnosis, monitoring, or screening of neoplastic diseases
with
the
exception
of
immunohistochemical devices;
(2) For use in screening or diagnosis
of familial or acquired genetic disorders, including inborn errors of metabolism;
(3) For measuring an analyte that
serves as a surrogate marker for
screening, diagnosis, or monitoring
life-threatening diseases such as acquired immune deficiency syndrome
(AIDS), chronic or active hepatitis, tuberculosis, or myocardial infarction or
to monitor therapy;
(4) For assessing the risk of cardiovascular 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 2321, Jan. 14, 2000]

Subpart B—Diagnostic Devices
§ 888.1100 Arthroscope.
(a) Identification. An arthroscope is
an electrically powered endoscope intended to make visible the interior of a
joint. The arthroscope and accessories
also is intended to perform surgery
within a joint.
(b) Classification. (1) Class II (performance standards).
(2) Class I for the following manual
arthroscopic instruments: cannulas,
currettes, drill guides, forceps, gouges,
graspers,
knives,
obturators,
osteotomes, probes, punches, rasps, retractors, rongeurs, suture passers, suture knotpushers, suture punches,
switching rods, and trocars. The devices subject to this paragraph (b)(2)

are exempt from the premarket notification procedures in subpart E of part
807 of this chapter, subject to the limitations in § 888.9.
[52 FR 33702, Sept. 4, 1987, as amended at 61
FR 1124, Jan. 16, 1996; 66 FR 38815, July 25,
2001]

§ 888.1240

AC-powered dynamometer.

(a) Identification. An AC-powered dynamometer is an AC-powered device intended for medical purposes to assess
neuromuscular function or degree of
neuromuscular blockage by measuring,
with a force transducer (a device that
translates force into electrical impulses), the grip-strength of a patient’s
hand.
(b) Classification. Class II.
§ 888.1250

Nonpowered dynamometer.

(a) Identification. A nonpowered dynamometer is a mechanical device intended for medical purposes to measure
the pinch and grip muscle strength of a
patient’s hand.
(b) Classification. Class I. The device
is exempt from the premarket notification procedures in subpart E of part
807.
§ 888.1500

Goniometer.

(a) Identification. A goniometer is an
AC-powered or battery powered device
intended to evaluate joint function by
measuring and recording ranges of motion, acceleration, or forces exerted by
a joint.
(b) Classification. (1) Class I (general
controls) for a goniometer that does
not use electrode lead wires and patient cables. This device is exempt
from the premarket notification procedures of subpart E of part 807 of this
chapter subject to § 888.9.
(2) Class II (special controls) for a goniometer that uses electrode lead wires
and patient cables. The special controls
consist of:
(i) The performance standard under
part 898 of this chapter, and
(ii) The guidance entitled ‘‘Guidance
on the Performance Standard for Electrode Lead Wires and Patient Cables.’’
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