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Name of Devices:
Haag-Streit Contact Glasses

Classification Regulation Number: 21 CFR 886.1385
Regulation Name: Polymethylmethacrylate (PMMA) Diagnostic Contact
Lens
Product Code: HJK
Regulatory Class: II

DEVICE DESCRIPTION

The HS Contact Glasses is a family of diagnostic and therapeutic contact
lenses used for eye examination and therapy of intraocular abnormalities.

The HS Contact Glass family is designed ~around the classic Goldmann
contact lenses. All H-S Contact Glass models are of similar design, but
provide different optical elements to provide excellent visualization of the
ocular anatomical areas for the particular intended use. When used in
conjunction with the HS 900 slit-lamp, the HS Contact Glasses provide a
binocular and stereoscopic view of the specific optical region of the eye.
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The HS Contact Glass typically consists of an aluminum housing, one or

more mirror elements and a curved shell of plastic (acrylic) or mineral

glass that is applied for a short period of time directly on the globe or

cornea of the eye.

The HS contact glass family has two principal modes of use. Those

lenses used for diagnostic and others used with laser radiation for therapy

of ocular abnormalities.

HS Contact Glasses used in diagnostic procedures are made of acrylic

plastic (PMMA). These are designed for the examination of the entire

fundus, the vitreous and the irido-corneal angle with slit-lamps, such as

the Haag-Streit 900 model. Many of HS diagnostic Contact Glasses have

the original mirror angle by Goldmann: 59/ 66/ 73 degrees.

Intended Uses:
The Haag-Streit Contact Glasses are a family of diagnostic / therapeutic

contact lenses used in the examination of eye fundus, retina and irido-

corneal and vitreous bodies and for the laser therapy of intraocular

abnormalities.

Substantial Equivalence:

The diagnostic and laser therapy HS Contact Glass are equivalent to other

lenses described in Part 886.185. The agency has previously cleared

diagnostic and laser therapy use contact lenses constructed of PMMA and

mineral glass. The HS Contact Glasses are substantially equivalent to

diagnostic and laser therapy use lenses marketed by Volk Opti(al Inc.

(Quadraspheric Fundus Lens- K943125 and K023221) and Ocular

Instruments Inc. (Saurenghi Scan Laser Lens- K014170).
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