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1. Applicant Information

Menicon Co., Ltd.

21-19, Aol 3-chome,

Naka-ku, Nagoya, Aichi 460-0006

JAPAN

Contact Person: Takahiro Ochi

Telephone No.: +81-52-935-1676
Fax No.: +81-52-935-1633

E-mail: t-ochi@menicon-net~co.jp

2. Device Information

Classification name: Lenses, Rigid Gas Permeable, Daily Wear Contact Lenses

Device classification: Class 11

Regulation number: 21 CFR 886.5916
Product code: HQD

Proprietary name: Menicon Z (tisilf'ocon A) Rigid Gas Permeable Contact Lenses

3. Predicate Devices

Menicon claims substantial equivalence of the Menicon ZTM (tisilfocon A) to the

following predicate devices.

I . Menicon Z TM (tisilfocon A) Rigid Gas Permeable Contact Lenses (K962006,

K970019, K08 1443)

2. Boston X0 2 (hexafocon B) Rigid Gas Permeable Contact Lenses (K071266)

3. Boston XO (hexafocon A) Rigid Gas Permeable Contact Lenses (K071043)

4. Boston Equalens 11 (oprifocon A) (K022128) (Rigid Gas Permeable Contact

Lenses

4. Description of device

The Menicon ZTM lens material, tisilfocon A is a thermoset copolymer derived from

fl uoromethacry late and siloxanyl]styrene, bound by crossl inking agents.

The lens is tinted light blue with color additive D&C Green No. 6(21 CFR 74.3206).

Also, UV absorber (benzotriazol) is added.



5. Indications for use

Menicon ZTM (tisilfocon A) spherical, aspheric, prism ballast toric and prism ballast

multifocal lenses in all diameters are indicated for daily wear for the correction of

refractive error (myopia, hyperopia, presbyopia and/or astigmatism) in aphakic and

non-aphakic persons with non-diseased eyes.

Menicon ZTM (tisilfocon A) spherical, aspheric, non-prism ballast toric and non-prism

ballast multifocal lenses in diameters < 12.0 mm are indicated for extended wear

(from 1 to 30 days between removals for cleaning and disinfection of the lenses, as

recommended by the eyecare professional) for the correction of refractive error

(myopia, hyperopia, presbyopia and/or astigmatism) in non-aphakic persons with

non-diseased eyes.

The lens may be prescribed in spherical and aspheric powers ranging from -25.00 D

to +25.00 D for daily wear and -25.00 D to +8.00 D for up to 30 days extended wear.

Toric lenses are designed to correct up to 5.00 D of astigmatism and multifocal lenses

to provide up to +3.00 D of reading add power for up to 30 days extended wear.

The lenses may be prescribed for daily wear in otherwise non-diseased eyes that

require a rigid contact lens for the management of irregular corneal conditions such as

keratoconus, pellucid marginal degeneration, or following penetrating keratoplasty or

refractive (e.g., LASIK) surgery.

The lens may be disinfected using a chemical disinfection system only.

6. Description of safety and substantial equivalence

The safety and efficacy of the Menicon Z Tm (tisilfocon A) Rigid Gas Permeable

Contact Lens material was demonstrated in 510(k) Premarket Notifications as

follows.

" K(962006 cleared on October 9, 1996

* K(970019 cleared on March 25, 1997 (multifocal designs)

" K08 1443 cleared on September 23, 2008 (irregular comeas/postsurgical)



Menicon ZTM (tisilfocon A) Rigid Gas Permeable Contact Lenses are substantially

equivalent to

" Menicon Z (tisilfocon A) Rigid Gas Permeable Contact Lenses for already

approved indications and designs (as noted above).

* Boston X0 2 (hexafocon B) (K07 1266), Boston XO (hexafocon A)

(K071043) and Boston Equalens 11 (oprifocon A) (K022128) (Rigid Gas

Permeable Contact Lenses for indications for use, material properties, lens

designs in diameters up to 21 mm, manufacturing/packaging methods and

biocompatibility.

The indication for use for the lenses is for daily wear for the correction of

refractive error (myopia, hyperopia, presbyopia and/or astigmatism) in

aphakic and non-aphakic persons with non-diseased eyes. Additionally, the
Menicon Z, Boston XO and Boston X0 2 lenses may be prescribed for daily

wear in otherwise non-diseased eyes that require a rigid contact lens for the

management of irregular corneal conditions such as keratoconus, pellucid

marginal degeneration, or following penetrating keratoplasty or refractive

(e.g., LASIK) surgery.

The following table compares the physical/optical properties of the Menicon

Z material with the predicate lens materials:

Boston
Property Nienicon Z Boston XO Boston X0 2  qaes1

Specific Gravity 1.20 1.27 1.19 1.24

Refractive Index 1,436 1.425 1.424 1,423

Visible Light Transmittance >95% 92% Average 83-90% >70%

Water Content <0.5% <1% <]% <1%

I89*10
Oxygen permieability (Dk*) 141 8

* gas to gas method

** polarographic method (ISO)

(cm2/sec)(mL, 02 / (mL x mmflg) 0a 35'C (unit)



Substantial equivalence is further supported by the fact that the Menicon Z
and predicate devices are composed of fluoro silicone acrylate polymers,

have similar manufacturing and packaging methods, are provided

non-sterile and have demonstrated biocompatibility based on the

requirements stated in the Premarket Notification (510(k)) Guidance
Document for Daily Wear Contact Lenses, May 1994.

7. Clinical data:

Clinical study data for the Menicon ZTM (tisilfocon A) material in large diameters

have been deemed as not necessary in support of this clearance, as no new or

additional questions of safety or effectiveness have been raised.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Foresighit ReuIlatory Strategies, inc.
c/o Dr. Beverly D. Venuti, R.A.C
Staff Con1sultant
187 Ballardvale Street, Suite 1S0 FE[, 3
Wilmington, MA 01887-4461

Rec: 1(103 561
Trade/Device Name: Menicon Z"' (tisil focon A) Rigid Gas Permeable Contact Lenses
Regulation Number: 2 1 CFR 886.59 16
Regulation Name: Rigid Gas Pemneable Contact Lens
Regulatory Class: Class 11
Product Code: 1-QD
Dated: Decemrber 3, 2010
Received: December 6, 20 10

Dear Dr. Venuti:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determnined 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 todevides that have been reclassified in accordance with the provisions of the Federal Food, Drug,
anid Cosmbctic 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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish Further announcements concerning your device in thle Federal Reister.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mnean
that FDA has made a determination that your device complies with other requiremnuts of the Act
or any, Fedoral statuites and reguLlations administered by other Federal agencies. You m 1List
complyN with all the Act's requirements, including, but not liiited to: registration and listing (2 I
CFR flart 807); labeling (2 1 CFR Part 801); medical device reporting (reporting ofimedical
device-reclated adver se events) (2 1 CFR 803);, good manufacturing practice requirements as set
forth in the qluality systems (QS) regulationl (2 1 CF R Part 820); and if applicable, the electronic
proluct radiation control prov'isions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050.

lfyou desire specific advice for Your device onl our labeling regulation (2 1 CFR Part 801), please
go to hittp://\vww.fda~, uov/AbouitFDA/CenitersO Ffices/CD R -I/CDRH IOfficcs/uicm II 5809.1iti for
the Center- for Devices and[ Radiological Health's (CDRH 's) Office of Compliance. Also, please
note the regulation entitled, "M'visbranding by reference to prernarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803). please go to
lhttp)://wwv.t'cda.gov/Mcedical Devices/Saifetv/RelnortaPi-obleim/cicfaulthtii for the CDRH 's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act fr-om the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhttp://wvww.fda.8toNv/Meclicil Devices/Resouz-cesforYou/Inclustrv/defaulthltim

Sincerely yours

1 Maivina B. Eydelrnan, M.D.
/ Director

Division of Ophithalmic, Neurological,
and Ear, Nose and Throat Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): to-3 .C%~ I

Device Name: Menicon ZTM (tisilfocon A) Rigid Gas Permeable Contact Lenses

Indications for Use:

Menicon ZTM (tisilfocon A) spherical, aspheric, prism ballast toric and prism ballast
multifocal lenses are indicated for daily wear for the correction of refractive error
(myopia, hyperopia, presbyopia and/or astigmatism) in aphakic and non-aphakic persons
with non-diseased eyes.

Menicon ZTM (tisilfocon A) spherical, aspheric, non-prism ballast toric and non-prism
ballast multifocal corneal lenses are indicated for extended wear (from I to 30 days
between removals for cleaning and disinfection of the lenses, as recommended by the
eyecare professional) for the correction of refractive error (myopia, hyperopia,
presbyopia and/or astigmatism) in non-aphakic persons with non-diseased eyes.

The lenses may be prescribed for daily wear in otherwise non-diseased eyes that require a
rigid contact lens for the management of irregular corneal conditions such as
keratoconus, pellucid marginal degeneration, or following penetrating keratoplasty or
refractive (e.g., LASIK) surgery.

The lens may be prescribed in spherical and aspheric powers ranging from -25.00 D to
+25.00 D for daily wear and -25.00 D to +8.00 D for up to 30 days extended wear. Toric
lenses are designed to correct up to 5.00 D of astigmatism and multifocal lenses to
provide up to +3.00 D of reading add power for up to 30 days extended wear.

The lens may be disinfected using a chemical disinfection system only.

Prescription Use X AN/R Over-The-Counter Use

(Part 21 CER 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDR-, Office of Device Evaluation (ODE)

(Division Sign-Off) Page I of I

Division of Ophthalmic, NeumlogiOSI and Ear,
Nose and Throat Devices
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