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Appendix

[1] A medica devices an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other
similar or related article, including a component part, or
accessory which is. recognized in the official National
Formulary, or the United States Pharmacopoeia, or any
supplement to them, intended for use in the diagnosis of
disease or other conditions, or in the cure, mitigation,
treatment, or prevention of disease, in man or other ani-
mals, or intended to affect the structure or any function of
the body of man or other animals, and which does not
achieve any of its primary intended purposes through
chemica action within or on the body of man or other
animals and which is not dependent upon being metabo-
lized for the achievement of any of its primary intended
purposes.

[2] Subpart F - Therapeutic Devices Sec. 886.5842 Spectacle
frame.

(a) Identification. A spectacle frame is a device made of
metal or plastic intended to hold prescription spectacle
lenses worn by a patient to correct refractive errors.

(b) Classification. Class | (general controls). The deviceis
exempt from the premarket notification procedures in sub-
part E of part 807 of this chapter, subject to th limitations
in 886.9.

[52 FR 33355, Sept. 2, 1987, as amended at 59 FR 63014,
Dec. 7, 1994; 66 FR 38814, July 25, 2001] ([Code of Fed-
eral Regulations]

[Title 21, Volume 8]

[Revised as of April 1, 2006]

[CITE: 21CFR886.5842])

[3] Subpart F1-Therapeutic Devices Sec. 886.5850 Sun-
glasses (nonprescription).

(&) ldentification. Sunglasses (nonprescription) are de-
vices that consist of gpectacle frames or clips with absorb-
ing, reflective, tinted, polarizing, or photosensitized lenses
intended to be worn by a person to protect the eyes from
bright sunlight but not to provide refractive corrections.
This device is usually available over-the-counter.
(b) Classification. Class | (genera controls). The device is
exempt from the premarket notification procedures in sub-
part E of part807 of this chapter subject to 886.9. [52 FR
33355, Sept. 2, 1987, as amended at 65 FR 2321, 2000]
[4] Medical devices are : instruments, a ppliances, apparatus,
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materials or other articles including softwear for the fol- Diagnosis, monitoring, treatment, alleviation of, or com-
lowing purpose : pensation for injuries or handicaps

Diagnosis, prevention, monitoring, treatment or allevia- Investigation, replacement or modification of the anatomy
tion of disease or of a physiological process Control conception

The Sight Corrective Spectacle Frames as a Medical Devices

Sang-Hyun Kim and Yongmoo Lim

Department of Ophthalmic Optics, Gwangju Health College, Korea
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We have compared and analyzed the definition of medical devices, classification, who treats, controls and sales
the spectacle frames in South Korea, USA and European Union in this paper. South Korea classifies the spec-
tacle frames as an industrial products while EU and USA regards it them as the medical devices. Sunglasses are
industrial products in South Korea and EU but they are still the medical devices in USA. Assignment of spec-
tacle frames and sunglasses as an industria products could bring into several problems. Restricted classification
of medical devices on spectacle frames and sunglasses will resolve the problem mentioned.
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