SUMMARY OF SAFETY AND EFFECTIVENESS

Thls summary of 5 IO(k) safety and effectwcness information is being submitted in accordance wﬂh the ) '_

'mqmrements of SMDA 1990 and 21 CFR 807.92.

; Thc assxgned SIO(k) numbet is:.
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AddI¢SS“ o

; Cdntact Pefson:, o
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o ﬁ ﬂ - Grand Junction, CO 81503
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- Product Code:
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‘ FEB 12 2002
1(@94/04 | '

. February 4, 2003

Metro Optics, Inc.

15802 Vision Drive

~ Pflugerville, TX 78660

¢ Mr. Steve Webb
. Vice President
. (512)251-2382
. (512) 251-6554

| Méd-Vice Consulting, Inc.

Ms: Deanna Werber

(970) 243-5490

 (970) 243 -5501
Regulamry Classﬁcatlon: Class I
"HQD

B ComithoneTM Keratoconus Aspheric (hybufoconA ﬁlofocon :
A pcmufocon A) ngld Gas Pcrmeable RGP) Daxly Wear

‘Addltlon of three RGP materials to a preVmusly cleared demgn
- and indication for use. (K990264) ‘ '

- Lenscs, Contact (other material), Daily Wear -



'Eqmvalent Dcv1c¢$

The ComfortKonem Keratoconus Aspherlc (hybufocon A, filofocon A, pemufocon A) ngld Gas
* Permeable (RGP) Daily Wear Contact Lens is substantially equivalent to the predlcatc devive 1dent1ﬁcd
= vbelow in terms of mtended use and demgn _ I _

1)  Metro: Opucs of Austm, Inc.. . ComfortKoneTM Keratoconus, Daily Wear:
15802 Vision Drive = .~ 510(k)#:  K990264
Pﬂugem]le, TX 78660 : :
510(k) 990264

Device Dééc:iptidn'

' The ComfortKone Keratoco;ms Aspheric Contact Lens is fabricated from the hydrophoblc contact lens
- materials (hybufocon A, filofocon ‘A, pemufocon A). When placed on the human- cornea, the
ComfortKone Keratoconus Asphenc rigid gas permeable contact lenses act as a refractmg medlum to
focus light rays upon the retma .

The- ComfortKone s a asphenc contact hns It 1s ' designed to provide opumum comfort and visual
‘acuity to the keratoconus patient. The ComfortKone™ lens design begins with a spherical 4.0 mm optic
zone that fits: thc peak of the cone and provides for good visual acuity. The lens thien flattens into the
.'asphenc curve, which'is consudered the fitting curve of the lens. The asphenc curve will vary in rate of

. ‘change depending on how far the keratocopus has advanced and creates optimal- corneal ahgnmcnt ‘The
: 'desxgn finishes thh two Junctxoxﬂcss pcnpheral aspheric curves to maintain ahgnmcnt _

Metro Optics of Austm, Inc;, has been granted referencmg rights from the button m‘muﬁcturers The
physucal propemes of the lenses can be referenced in the corresponding 510(k)’s.

Contamac Hand FS (hybufocon A) reference  S10(k) K021977
Innovision =~ Hydro2 (filofocon A) reference 510(k) K000485
Innovmon - Accucon (pemufocon A) reference  S10(k) K944223



Itended Use: -~ o .

. Thé-qu;féﬁKbﬁéf“ Keraﬁgi@gnué-;&sphejric (hybufocon A, filofocon A, pemufocon A) Rigid Gas-
' Permeable (RGP) Daily Wear Contact 1éns (Clear and Tinted, Lathe-cut from Lens Blank) is indicated"

- for daily wear for persons requiring Keratoconus management with otherwise non-diseased eyes. The =

o Jens may be prescribed for the correction of refractive ametropia (myopia, hyperopia and astigmatisr) in

. aphakic and pot-aphakic persons.. The Jens may be disinfected with a chemical disinfection system.

. Substartial Bquivalonce: .

... The new device will bemanufaeturedaccordmg to specified process controls and a Quality Management

i Systemn certified to QSR guidelines.  The newdevice will undergo manufacturing, packaging and other
" process.procedures similar to RGP devices currently marketed and distributed by Metro Optics, Inc. in the

~ USA.. The established safety profile (pre-clinical toxicology and manufacturing/chemistry data) of the
. device is equivalent to the Metro Optis, Inc. ComfortKone™, Keratoconus, Daily Wear
. 510(k) #K990264. ‘Being simnilar with respect to indications for use, materials, physical construction and

safety & effectiveness to, the_-pﬁ;;di_c‘ateideVicﬁe,v.this meets the requirernents per s':ctiDh]S‘l 0(k)‘,b_f ‘the act
regarding substantial ‘equivalence. and does not raise different questions of safety and effectivepess than
the predicate device. 1dentlﬂedabovc S S :

The following matrix - illustrates that the production method, lens function and material of the

L ComfortKone™ Kératoconus Aspheric (hybufocon A, filofocon A, pemufocon A) Rigid Gas Permeable

 (RGP) Daily Wear Contact Lens are substantially equivalent to the predicate device. In addition, the
" indjcation, intended. use, production method, water content, polymer, Dk value, specific gravity, are as
- well substantially equivalent 0 the predicate device. - o



SUMMARY OF SAFETY AND EFFECTIVENESS
o ‘Substant. ,ga_l'_ FAulvaJence Matrix

Predicate Device'

New Device
e Comforﬂfam: ComfortKone
.. Characteristic ~ |~ Keratocouus Aspheric . Keratoconus Asphi
L I (hybufocon A, filofocon A, ( aﬂufo:unrl' eric
‘pemufocon A) P )

SRS

 INDICATION -~ (RGP) contact lens

Dgﬂy, .wear, Rigid Gas Permeable §

Daﬂy wear ngld Gas Permeable ‘
(RGP) coract Jens .

"2.) .

, ' ley wear for persons requiring
. Keratoconus menagemeni. The lens
INTENDED USE -
‘ - - . | ond sstigmatism) in aphakic and not
| ephakic persons with non-discaased

‘may be presaribed for the correction of
refractive ametropia (myopia, hyperopia,

Daily wear !br persons requurmg
Keratoconus management. The lens

{ may be prescribed for the correction of ,
b4 refiactive amaropia (myopia, hyperopia,|

and astigmatism) in aphakic and not-
aphakic persons with non-discaased
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(pemufocon A) 1.16

‘ _ R eyes. eyes.
3)f PR:&:E;LON  Lathe-Cur Lathe-Cut =
B 1 HyBrid FS . '
g,| RCPMATERIAL . Hydro2 Fluroperm 30
: cominen name . ' :
Ao Accucon ,
: - . “(hybufocon A) <1%
a| - WaterContent . *| - - (filofocon A) < 1% <1%
1 R * (pemuifocon A) < 1% '
e " HyBrid FS (hybufocon A)
b Polymcr/USAN - Hydro2 (filofocon A) 8 Fluroperm 30 (paflufocon C)
. Accucon (pemufocon A) i T .
| . ] . (uybufocon A) 1.18 4 o
cl| Spediﬁc Grav_ity' o .(filofocon A) 1.14 : 5’ (paﬂufocdnk C) 1.4

" (hybufocon A) = 23

d.| Oxygen Permeability. |~ (filofocon A) = 50 30
1 o . (pemufocon A) = 25 -
T . (hvbufocon A) = immeasurable * P
e .W@t;ing_ A__ngle - {7 - (filofocon A) =<5 12.8
S . ‘(peciufocon A) = <25 **
Lo (bybufocon A) =>93%
- £| Light Transmittarice { . . (filofocon A) =>93% >93%
" SR (pemufocon A) = >93%
T " (hybufocon A) = 1.44
. Refracuve lndex * - (filofocon A) = 1.45

147

T mptive bubble mcthod

" (pemufocon A) = 1.45

©** receding: anglc mcthod o
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Metro Optics, Inc. FEB 1 2 2002

c/o Ms. Deanna Werber
MedVice Consulting, Inc.
623 Glacier Drive

Grand Junction, CO 81503

Re: KO024164
ComfortKone™ Keratoconus Aspheric (hybufocon A, filofocon A, pemufocon A)
Rigid Gas Permeable (RGP) Daily Wear Contact Lens (Clear and Tinted, Lathe-cut from
Lens Blank)
Regulation Number: 21 CFR 886.5916
Regulation Name: Rigid Gas Permeable Contact Lens
Regulatory Class: Class II
Product Code: HQD
Dated: December 9, 2002
Received: December 17, 2002

Dear Ms. Werber:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4613. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

A ey fow it A

A. Ralph Rosenthal, M.D.

Director

Division of Ophthalmic and Ear,
Nose and Throat Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure


http://www.fda.gov/cdrh/dsma/dsmamain.html

. erm(}:ATI‘ONs FOR USE STATEMENT

.D'cyic.e'Namc;- _f ‘ . ComfortwaTM Keratoconus Aspheric (hybufocon A, filofocon A, pcmufocon A)
L : ' ngld Gas Permeable (RGP) Daxly Wear Contact Lens (Clear and Tlnted Lathe-cut
ﬁ‘om Lens Blank) ' :

. The Cox.-nfor’cKane”rM Keratoconus Asphznc (hyhufocon A, filofocon A, pemufocon A) ngld Gas
- . . Permeable (RGP). Daﬂy Wear Contact Lens (Clear and Tinted, Lathe-cut from Lens Blank) is indjcated .
o _for dauly wear fof persons reqmrmg Keratoconus management with otherwise non-diseased cycs The

SR Jenis may be prescrxbed for the correction of refractive ametropia (myopia, hyperopia and astigmatism) in |
aphakxc and notvaphakxc persons. The lens may be disinfected w1th a chernical dxsmfectxon system .

e (‘PLEASE Do OT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) |

Concurrence of CDRH Office of Devxce Evaluation (ODE)

o ’VPrcscrlptlon Use: )/ o e _ or Qver—T-hé:—CuumérgUsew__'. |
'(Per21 CFR801 3) L o -
R : ) (Optmnal Format 1-2-96)
(Dmsmnéign—Oﬁ) .
lesu)n of Ophthalmic Devices

L - 51u(k)Nwmber KOZ‘HCN



