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Submisaipn by;  James Demestichas

Entity: Lens Comfort, Inc.
912 Broad Street
Clizsbulh, New Jersey 07280
908-568-0099
201-833-0428 Fax

(607.92(a)(2))
Clasaitication

Nema and Code: Not Classified
Accessory 10 Contact Lem 8olutions

Praduct Code (88LYL)
Name; Uitrasonic Contact Lens Care Accessory
Tiada ot
Proprietary
Name; Lens Comfort Contact Lens Care Accessory
(807.92(8)(3)]
Eaulvsiance; The Sola/Barnes-Hind® Hydrs-Mat® (PMA Nos. P 810017 and

P 840068): the Sola/Barmnes-Hind® Soft Mate® Automastic Cleaning Unit (K
8823886); tho Clensatron® 700 CL (K 884414); the Visonic Dome™ (K 902306);

and the Lensonic (K 821815) ail hava been given market clesrance to be used as
an accessory fur contact lens oare.

(807.92(a)(4))
Davice

Dascrintion: The Lens Camfort Ultrasonic Contect Lens Care Accessory
uses a plezu-electric crystal to generate 8 wave form, in » reservoir contalning s
specific volume of fiuld. Cavitation in fluid results in tha generation of imicroscopic
bibbies that implode upon the lens surfacs. The matrix of frequency, durstion of
ultrasound. and the control ot temperature rise in the fiuld medium leads to
cleaning when a specific contsct lsns solution is present. The Lens Comfort
device uses standerd power (110 v/120 v). Thore i a four (4) foul cord and o UL
appraved wall ransformer .

The Lens Comfort device oonsists af the housing. lena besketa. a reaervolr,



ID: NOU 27°96  15:52 No.010 P.04

Lens Comflort, Inc.,

electronics and a transducer. All components tat come In contact with contact
lensas or sofutions ars of medicst grade composition and have been usaed in legally
maerketed pradicete devices in tha United States. The housing is injection moided
of polycerbonate. The boskots and supporting structurs ate injection moldad from
polyethylene. The reservoir is deep drawn stainloss stesl, is psssivated and
polished. The siectronic clrculiry has been used in gther clsaning applications in
other industries for years. The single crystal is affixed directly to the bottom of

the reserveir with an epoxy genersily used in cleaning applications in the
Jitrasound Industry.

(807.92(a)(B)]

The Lena Comfort Contact Lens Cere Accessoly Is intended fur

use in conjunction with contact lens solutions as an accessory in the clesning of
contact lenses,

Lens Comfort is indicated aa ald for cleaning as on accossory for soft hydrophilic
langes and gas permesble lenses when used with the appropriate Barnes-{ind®
Soft Mate® solutions such as the Conespr® Cleaning and Disinfection System
which Is comprised of the Bernes-Hind® Soft Mate® Consept®-1 Cleaning and
Disinfecting solutlon and Barnes-Hind® Soft Matw® Conasept®-2 Neutralizing and
Rinaing Solution or Spray. The Lens Comfort Contact Lens Cere Accessory s
indicated for use for gas permeable solutions such es Barnes-Hind® Gas Permeable
Laily Cleaner and Barnes-Hind® ComfurtCure GP Wetting and Soaking Selution.

The Lens Comfort Contact Lens Care Accessory may be used for a recepracie for
chamical disinfection.

(807.92(a){8))

Somapatison of

Tachnolagical

Characteristics: The predicate devices are:

1. Sola/Bernes-Hind® Hydra.Mat® P 810017

P 840066

2. Sola/Buarnus-Mhnd® Suft Muiy® .
Automatioc Cleaning Unit K 8523868

3. Clensatron® 700 CL K 884414

4. Visonlc Dome™ K 802306

8, Lonsonlo X 921815

Similarities:

Ali predicate devices have referenced Sois/Bernes-Hind® Solutions in their
submissions end specifically the Soft Mate® Cancapt®-1 and 2 Cleaning and

Disinfection Bystem for use with soft lenaca. Lons Comfort roforoncae tho seme
solutions and data.

Section 7.2
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The predicste devices usa medical grade materials that are in contact with the
contect lensas or tha soiutions and have besn previously used In ophthaimic

medics! devices legetly marketed In the United States. Materlals in Lens Comfort
are the same or similer as predicets devices.

All predicate devicas have a tiuid reservoir in which lenses are submergad. The
Lens Comfort device has u slmillar raservole snd submerges lenses for Glsaning.

All predicate devicos have plastic lens baskets into which {enses are encased for
submersion while cleaning is in process. Lens Comfort has plastic lans baskets.

All predicate devices operate on standard power frem 8 wall receptacle. Lens
Comfort has a cord with a UL approved transformor that plugs into a wall socket.

Two predicete devices Lansonic and Viconic Dome™ as well ag Lens Comfort useé
plezo-elegtric crystals in the generstion of cavitation.

Ditferences:

Lens Comfort operstes at @ frequency of approximately 68 Khz and yieids
approximately 60,000 vibrations per second. The Hydra-Mat® is hand operated.
The SoftMate® Automatic Clsaning Unit vibrates @ small fraction of that of any of
the pradicata davicas. The Clansatron® J00CL ig halt driven and ylelds 300 cycles
8 minute. The Visonic Dome™ is ultrasonic and generates 8pproximately 40,000
vibrations a second, The Lensonic device is ultresonic and generates
spproximatoly 80,000 vibrations per second.

Lens Comfort operates in a specific and controlied range of end tamperatures. The
predicate davices have snd temperatures running from amblent to above §5° C.

The Lens Comfort device end temperature Is In the middie tempersture range of
the predicate devices.

Lens Comfort uses 6 wartts of power end the predicate devices range from 1 watt
to 8 watts,

Lens Comfort, Clensstron® and Lensonic® all have wall transfarmers while the
Visonic Dome™ has no cord and piugs directly into an electrical outlet.

Lens Comfort, Lensonic® and Clensatron® all hovo o start butten, Lono Gomfort
8nd Lensonio® have an (LED) that glows and thon autemoticolly shute off after the
end of the 10 minute ¢ycle. The Hydra-Mar® has no time indicators. I'na Sott
Mate® Automatic Cleuning unit has a timor but It correlates to the vibration cycle
and there s no light indicstar. The Clensatron® has a timer to stap the ravelutivie
of the becket in the reservelr, but it has no lighttime indioator to dafing for the
user the and of a cycle. The Visonlc Dome™ has a light that shuts off when the
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ultrasound stops, which coincides with the end of a 10 minute cycle. Lensonic
has a light thet shuts oft et the end of 10 minutes.

Ta create cavitation, the Visonic Dome™ uses a piazo-electric crystat, affixed 1o the
bottorn of tha stalnipes stee) reservoir. Lensonic uses a plezo-electric crystal
combined with a multi-part transducer effixed to a pelycardonate tenk. Llens

Comfort uses a piezo-electric cryswal affixed to the bottom of a stalnless steel
regervolr.

The Visonic Dome™ runs ultrasound for 10 minutes. Lensonic® runs uitrasound for
3 plus minutca. Lons Comfort rune uitrasound for approximately 3 minutos.

[807.82(0)(1))

Evaluetion of the Lens Comfort Device, based on a protacol usad by the industry
to assess the sffectivensss of systemns snd solutions designed to clean cantact
lonses, wes conducted by an optometrist who |s directar of optometric services
in & large ophthalmalogy practice.

A protocol was obtained from the Office of Device Evaluation (ODE) that has been
usad hy tha induatry to assess tha affactivanass ntf davices and cleaning anlutions
and thair impact, if any, on the contact lenses. Lenses were selected from Group
1, Group 3, Group 4 snd the Gas Permesble class. They were soaked in an
artificial tear solution. Physical and opticsl paramaters were measured before the

lenses were treated with the artificial tear solution and then aftet each cycle.
Thirty (30) cycles wera parformed on all lenses.

No ohangcs worc notod in color, olority, power, diameter or base curve. The

lenses all 3ppeared clear and nu deposits vr residuy Or dainayy werd noted on any
of the lsnses.

The Company did hot have acceas to comparativa data fram tha predicate devices,
 but believe that the test results recorded by the investigator wera suffiolent to

osupport tho promioc that tho Company'e dovlos porforme ta the atandards intended
by the protocol,

(807.92(b)(2))

Clinlcal date is not needad and has not baon submitted with this 610(k),

{807.92(bN3))

The data gathered from the cyoling tests, strongly supparts substantlal equivalence
baetwoan the Lons Comfort Devioe and prediceto davices clagsified ae conteet lens
care sacessorise. Cyoling tests produced no physical or optival parameter changes
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after 30 cycles. There wes no reparied deposits or residuoc! film obsarved on test
lenses after the tests were conciuded. There was i Jamege to lenses observod.’
The Lene Comfort device reference the same solutions es the predicate devices.
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