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Premarket Notification 510{k) Submission—519¢k} Summary
Report No.: A20060121

510(k) Summary

This summary of 510(k) safety and effectiveness information is being submitted in accordance with the
requirements of SMDA 1990 and 21 CFR 9807.92.

The Assigned 510(k) Number is: K O r}l O g)

1. Date of Submission: Nov 28, 2006

2.  Applicant Device Information

Trade/Proprietary Name: Contact Lens Case (Multiple Brand Names)
Common Name: Contact Lens Case

Classification Name: Case, Contact Lens

Device Clagnl
Product Ci:ae: LRX
Regulation Number: 886.5928
Intended Use:

The Applicant contact lens case is a lens care product to be used by the contact
lens wearer or practitioner for storing soft, rigid gas permeable or hard contact lenses while not

being worn. Not designed for heat disinfecting system. Use only with chemical disinfection.

3. Submitter Information

Manufacturer Name:

Ningbo Kaida Rubber & Plastic Technology Co., Ltd.
No.1 Qinggang Industrial Park, Mou Shan Town,

Yu Yao City, Zhejiang Province,

China

Contact Person of the Submission:
Ms. Diana. Hong

Mr. Eric. Chen

Shanghai Mid-link Consulting Co., Ltd.
Suite 8D, Zhongxin Zhongshan Building,
Lane 999, Zhongshan No.2 Road (5),
Shanghai 200030

China

Phone; +86-21-64264467 x 152

Fax: +86-21-64264468 x 809
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Premarket Notification 510{k) Submission—>510{k) Sumary
Report No.: A20060121

Email: Diana.hong@mid-link.net

4. Predicate Device

The Legally Marketed Contact Lens Case as predicate devices is identifted as followings:

1} i-Promotions Contact Lens Case (K042578)
Manufactured by:
i-Promotions, Inc.
9522 Gravois Rd.
St. Louts, MO 63123

5. Device Description

The applicant device of Contact lens Case is a device intended to be used by
the contact lens wearer or practitioner for storing contact lenses while not being worn. The applicant

device is not sterile and not for heat-disinfection.

Applicant Device Variants: SL-295 SL-298, SL-326, SL-338, SL-305, SL-316, SL-511,
SL-800, SL-863, SL-884, SL-886, SL-869, SL-876, SL-880, SL-899

All the variant models as mention above follow the same design principle with the same intended
use. The only difference is the dimension and appearance of each model, which do no

effect on the usage and intended use and just for commercial purpose.

The applicant device of Contact Lens Case consists of 2 parts: case body and case cover, The case
body is based with adjeining dual wells for the containment of fluid, and the cap is designed for
screwing. All the vanant models of the applicant device have a capacity of over 1.5 ml in each case well.
And the inner height of the all well exceeds 8.5 mm. With regard to the Center Thickness of the normal
hydrophilic and hydrophobic contact lens will not cutnumber 8.5 mm, the capacity is sufficient for

contact lens to be fully immersed under use condition.

The applicant device of Contact Lens Case made of 2 types of material of Polypropylene (PP) and

Acrylonitrile — butadiene — styrene copolymer (ABS) for each variant model.

X2



£X

[ SOV Ay} s aduaragyp Ajuo 3y

2o142p earpaad vy se udsep jonpoad aepuns sey avaap ueddde Ay

yuowdle)s uostiedwon)

(9866 (1016 298 1€66#
npold

(61C1E "ON X3pu[ 10107y '1-0£-85€0

1BI0IA  uLWEL)

‘oN 39y §VD) (€2 1BjoIA  3j0ZEGIR)

ALSL
—vd (8SgV) rwijodos 2ualfis — audpring — 9LIUO[ADY

Aipenb pajestie

Mo usuedlod Ausuag  mo]  Auedwo]  jeouway)  modg Wm A0LEY (dd)  susjAdoadAjog  uonesodion S [BLIDTE N LIy
POsIAWIL] aJe S3sU] dAlsadsay YoM o
o1y 0lut dedy paBull [eaSHU] YIim pamaIng s|[3p Sutuio(pe om] dol  mam0g  ynm pamams S|IEPM m:E_m_vm 95%. udisa(g

UOIOBJUISHI-1BIH JON

UO[9IWISIC]-TERH 10N

UO0AJUISH(] [eoTWAY D)

UONIIJUISIC] [RONUIY)

ad£ ] uonpajursig

*30143p eIIPasd 211 sE 3sn papuUIUL pUR SUONEIIPU] FUILS SeY 314D Jueddde 2y

juamAeIs uostaeduio))

pleH 1o

olgqesuniag ser) piErg  ‘gog Jo  uondaquisyy  pue  23elo)g

pley a0

s|qeowlag sen piSy ‘yog Jo  uopdjuisy] pue  adeiolg

SUOIEIIPUL

UOBISJUISIP [29TWAYD Yum A[Uo

98] 'UOTIDIJUISIP JBIY YllM PISH 9 01 10N "SISUS] 192102
paey Io epqeawtad sed prau ‘pos Jo uonsgusip unnp
29e101s J0] PpUSIUL SI ASB) SUST 192IUO) SUONOUWO -1

‘UONDIJUISIP [B3IUSYS Yilm AJUO 28 "WIdISAS FUNDJUISIP 182y 10]

paugisap 10u 51 aoadp Jueoydde sy -wom Suraq 10U 21y sasuUI] |

19RI09 FULIRIS 10} 12uciiioesd Jo 19UReMm SUS| 1081100 aU) Aq pasn
2q 01 1onpedd aJed Su| B §1 258D Sudf 10'0D suedljddy ay |

281 papuaiy]

*a01A3p Aedipaad oL} S8 UCHEULIOYNT UCIFEIISSE[I dtues Sy ad1Aap jueddde agy

Ju3WRIE)S uosiredwo’)

X1

X1

apo?) 1wnpoay

9587 SUST JOBIUOD)

3B SUIT DBIUOTY

QWEN UOLIBDILISSE|D)

{8L5TP0) 958D SU7 12RIUCY) SuonowWoLd-t (7

saweN puelg apdnmp

QUIEN 201A2(0

201431 pAyEdIpald

22149 Juearddy

sjuawwayy uostieduio)

u3amnT] IFulS Jo A3 NEIPAL pue anadq Juen(ddy auy Jo 9jqe] uostieduwe))

UONEUIULIIR( ua[ealnby A[[enueisqng ‘g

12109002 0N Hoday

Arewums ()91 s—uoissiugng ()01 § UONBIYHON 19 IBtt21




X

*23149p Nepaad ayy se AJajes duvurioliad awes sey 3d1a9p Juedydde ay .

JudUR) €)1 uostieduwio))

ANIDIX0] DIUIAISAS ON

ANDIXO], O1WBISAS

FIAIORSI SNOBURINIBIUL ON

uonel} 944

UOBZNISUas

prUos  jeuuap  padeap oN

Ananisusstadiy

adA1-pade|aq

A1121X01-0140) ON

ANDIXO-01AD Ol Uf

12]01A 9)0ZRGIRD) JO IURLO[0d i ALY {dd) susAdead Koy

A2121X03 D1UMSAS O]

ANOIXO] JIUDISAS

£J1AI30B21 SNOBUBINSRIIUL ON

UOHBILI] 9AF

uorEZnIsuSs

PBIUOY  [BUMIp  paAB[dp ON

AnanisuasiadAH

adAi-pade[ag

AND1X0I=0147) ON

R11%01-01K) 04114 vf

ALSL—Vd
(sgV) BwAjedos auald)s — aualpeing — LU0 | K10y

A1121X0} OTWDISAS ON

A)2IX0] 21U3ISAS

£1191X0] 21W3I54S ON]

ANDIIXO[ O1WR)SAS

AJ1AT1982T SNOJUBINIBAUL ON]

voletLy 247

AR SNOSUTINIRIL ON

uoleny 249

UOTRZIISUas 1081000

[eULISp  pake[ep  ON

AnanisussiadAH 2df-pade[aq

UONBZNISUSS

joeued  |eunsp  pake[sp  ON

Ananisuaszed{y
adA1-pade|ag

£}191%01-0)A)) ON

K191X01-01A0) 04114 U]

A121%03-014D) ON

ANox01-014D) 0itq uf

1£66# 19NPOI MO(] SUyleAod ANSUS( Mo

A0LEY (dd) susjddodLjog

SJUDANT A1SIRS

*331A3P ABIPAL

d a1y se ssausAnday? dugIoliad awes sey 33143p Juenjdde sy,

juzwaie)s uostavduo))

PasIowu] a4e $aSUS dAldadsay

:u.:t& oquy depy peBull [RISMU] Yim pamalog siom Suuioipe om],

"UGEIPUOD 280 Japun

POSIOUIMLT A[|N) 0¢ 01 SUI[ 10BIU0D JGT JUITOLNS 51 Ajoedes oyl

STURLUR|T SSOUDANIDILT

LOTE'EL MAD 17 Jo suaurnnbas ay) 03 se 12V IPAA |

20 (3)17, Jo Juawaainbal uopedyiad gy wody jdutaxa st (11§ "ON X3pu] 4010 ‘[~0€-8E€9 "ON B3y SVD) (£7 13014 mdwBLy)
3|0IA J[0ZEQIE) JUBLC|0d Y3 puy ‘sitoday Aupgnedmoesorg ‘1 xipuaddy pue suonesypadg (endojoryg ‘Al tmdeyD ur papraocad

wep spiodaa Oiquedmodolq 2y ur e SB PABIISEOWIP AL JULL0[0D IY) pur ‘YUY ‘dd sulpnpur [ersjewm ay) (e yng -pajdde

12109007 ' ON Heday

Adetung ()01 $—uoissILgng (4)0[ g HONEIFHON JaeWaL,]




9.4

"

"SEIUIALOILIS PUR IJBS SB PAALULISIP
st 901A2p ueoidde a1y ‘aa01asay |, 2otARp 1a%Iew K|[ed2] §r1 S1 Yanya 201a9p ateatpald 241 01 () Juajeainbgy Ajenurisqng st 2o1a0p wesidde sy

LOTESL MAD 17 10 siuswannbar syl 01 S8 10y D291 JO (3) 124 JO Wuatainbas UoNeoL 11432
oy woy dwaxa st (GIEIS ON X3pup J0]0D ‘I-0€-8SE9 ON 'FAY SVD) (ST WolA WAw3ld) 19j01A 2j0zEqIE) WEI00D Y1 puy suoday
Auiquedwosolg ‘1 xipuaddy pue suoneolaadg jeaidoroig ‘Al Jeidey) w paplacsd eiep stiedas Annquedwodselq sl Ul 9)BS SB PAIENSUOWSD 2.8 JULI0[0D
211 pue ‘sgy ‘dd Supnjow euetew oy (| 1ng paijdde 1urio[02 pue [2LRTEW SEY U1 SI 20UIJIP AJUO 3L "921A2p 3jeaipaud syl s A191ws sourtilopiad
‘SSAUDANIRJD uo:.m::&bu swes “uZISop 1oNpod LIS ‘SN PIPUIILL PUB SUOTIRIIPUI JWES "UOITRWLIGJIUL UOLIEDJISSE(D dUIRS 5By aolAap jueodde sy,

HILTH I TRT DY

"pat[dde Jueio]od pue [eLI2jEW SV 3] SI 92UIAYIP AJUO 3] *a01A0p 21eoipaid ay) se K1ojes 2ouruiI0pad ‘SSOUDALDRIIS
soueuojrad owes ‘uSisop jonpotd Je[iwils ‘9sn PLpuRUI PUB SUOHEDIPUL JWES ‘UOLBULIOJUL  UOMEDILJISSRID 3WES SBU 301a9p JUedldde sy

NOSIIVdINOD 40 I'INSHA

12109007V oN Hoday
Lewmg (34191 §—UOISSIWGNS (R)01€ UOEDLIION tayIewaly




Premarket Notification 510(k) Submission—3510(k) Summary
Report No.: A20060121

7. Effectiveness and Safety Considerations

Effectiveness:

All the variant models of the applicant device have a capacity of over 1.5 ml in each casc well. And
the inner height of the all well exceeds 8.5 mm. With regard to the Center Thickness
of the normal hydrophilic and hydrophobic contact lens will not outnumber 8.5 mm,

the capacity is sufficient for contact lens to be fully immersed under use condition.

Safety Considerations:
The test results of biccompatibility of Polypropylenc (PP) contact lens (SL-884 is sampled for the

test) are presented as Table V-5 for the consideration of Biological Specifications.

The test results of biocompatibility of Aérylonitri]e — butadiene — styrene copolymer {ABS) contact
lens case (SL-800 s sampled for the lest) are presented as Table IV-6 for the

consideration  of Biological Specifications

The test results of biccompatibility Polypropylene {PP) contact lens case with colorant Carbazole
violet (Pigment Violet 23) (SL-295 is sampled for the test) are presented  as

Table IV-7 for the consideration of Biological Specifications.

Per 21 CFR 733107, Carbazole violet (Pigment Violet 23) {CAS Reg. No. 6358-30-1, Color Index
No. 51319) is exempt from the certitication requirement of 721{c) of FD&C Act.

Conclusion: The all conducted Biological Evaluation Tests arc in compliance with the standards of ISO
10993, “Biological Evaluation of Medical Devices”. The compatibility of all the possible skin-contact

component material in the finished product meets the requirement of Biocompatibility

The applicant device is Substantially Equivalent (SE} to the predicate device which is US legally

market device. Therefore, the applicant device is determined as safe and effectiveness.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ningbo Kaida Rubber and Plastic Technology Co., Lt

¢/o Marc M. Mouser

Underwriters Laboratories, Inc.

Laboratory and Testing

2600 NW Lake Rd. MAY -1 2007
Camas, WA 98607

Re: KO071081
Trade/Device Name: Contact Lens Case (Multiple Brand Names)
Regulation Number: 21 CFR 886.5928
Regulation Name: Soft (hydrophilic) contact lens care products
Regulatory Class: Class I
Product Code: LRX
Dated: March 1, 2007
Received: April 17, 2007

Dear Mr. Mouser:

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 Il (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
CEFR 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.



Page 2 — Marc M. Mouser

This letler will allow you to begin marketing your device as described in your Section 510(k)
premarket noitfication. The FDA finding of subsiantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed io the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
coniact the Office of Compliance at (240) 276-0115. 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 toli-free number (800) 638-2041 or
(240} 276-3150 or at its Internet address http://www.fda.gov/edilindustyv/support/indes. htmt.

Sincerely yours,

ﬁg MMD

Malvina B-Eydelman, M.ID.

Director

Division of Ophthalmic and Ear, Nose
and Throat Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Premarket Notification 510{k) Submission—-Indications for Use
Report No.: A20060121

Indications for Use

SIO(i() Number: Pending— KO '7/0 ?}

Device Name: Contact Lens Case

Indications for Use:

The Applicant contact lens case is a lens care product to be used by the contact lens
wearer or practitioner for storing soft, rigid gas permeable or hard contact lenses while not
being  worn. Not designed for heat disinfecting system. Use only
with  chemical disinfection,

Prescription Use Over-The-Counter Use ~

ND/OR
(Part 2t GCFR 801 Subpart D) AND/ :
| (21 CFR 801 Subpart—TJ

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

ng

(Division Sign-Off)
Division of Ophthalmic Ear,
Nose and Throat Devises
Page 1 of 1

510(k) Number K 07/0 §/ - 7
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