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510(k) SUMMARY 30 201

1.0 Submitter Information:

Bausch + Lomb
1400 N. Goodman Street
Rochester, NY 14609

Contact: Tricia Garrett

Senior Specialist, Global Regulatory Affairs
1400 North Goodman Street

Rochester, NY 14609

(585) 338-6706 (office)

(585) 338-0702 (fax)
Tricia.m.garrett@bausch.com

2.0 Device Name:

Trade Name: TBD

Common Name; Soft (hydrophilic) contact lens care products
Rigid Gas Permeable contact lens care products

Device Classification: Class Il (21 CFR 886.5918 & 21 CFR 886.5928)
Product Code LPN, MRC

3.0 Predicate Device:

The predicate device is Ciba, Clear Care Cleaning and Disinfecting Solution
cleared in K022687 on November 19, 2002 and K023455 on February 28, 2003.

4.0 Device Description:

Bausch + Lomb OCDO04 3% Hydrogen Peroxide Cleaning and Disinfecting
Solution is a sterile, buffered solution containing 3% hydrogen peroxide which

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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50 Intended Use:

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting
Solution is indicated for the daily cleaning, removal of protein deposits,
disinfection, and storage of soft (hydrophilic) contact lenses (including silicone
hydrogel) and rigid gas permeable contact lenses, as recommended by your eye
care practitioner.

6.0 Description of Safety and Substantial Equivalence:

\

A series of preclinical testing was performed to demonstrate the safety and
effectiveness of Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and
Disinfecting Solution. A summary of the test results is provided below:

6.6 Biocompatibility

6.7 Microbiology

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6.8 Lens Compatibility

The results of lens compatibility studies demonstrate Bausch + Lomb
OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is
compatible with soft contact lenses including, silicone hydrogel contact
lenses and rigid gas permeable lenses.

6.9 Residual Peroxide and Area Under Curve

6.10 In-Vitro Protein Removal and Cleaning Efficacy

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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7.0 Clinical Evaluation Summary:

8.0 Substantial Equivalence Conclusion:

The cumulative results of laboratory, in vitro and in vivo testing sponsored by
Bausch + Lomb demonstrate that the safety, efficacy and performance of Bausch
+ Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution are
substantially equivalent to Ciba Clear Care Cleaning and Disinfecting Solution for
soft contact lenses (including silicone hydrogels) as well as rigid gas permeable
lenses.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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APR 3 0 2012

Bausch and Lomb

¢/o Ms. Tricia Garrett

Senior Specialist, Global Regulatory Affairs
1400 North Goodman Street '
Rochester, NY 14609

Re: K112909
Trade/Device Name: Bausch and Lomb OCD04 3% Hydrogen Peroxide Cleaning-and
Disinfecting Solution .
Regulation Number: 21 CFR 886.5928 .
Regulation Name: Soft (hydrophilic) contact lens care products
Regulatory Class: Class II
Product Code: LPN, MRC
Dated: April 25,2012
Received: April 26, 2012

Dear Ms. Garrett:

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. 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 II (Special Controls) or class 11l (PMA), it
may be subject to 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301--.796-81 18
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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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessy CORH/CDRHOffices/ucm ! 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda. gov/Med1calDev1ces/Safetv/ReportaProblem/default htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Diviston of Small Manufacturers, International and Consumer Assistance at its toll- free number
(800) 638-2041 or (301) 796-7100 or at its Internet address _
hitp://www.fda.gov/MedicalDevices/ResourcesforY ouw/Industry/default.htm.

Sincerely yours,

ﬁﬁ:ﬁi Eydelman, M.D.
Director
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices.
Office of Device Evaluation
- Center for Devices and
Radiological Health
Enclosure

Questions?. Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement

510(k) Number (if known): _ K 112409

Device Name: Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and
Disinfecting Solution

Indications for Use:

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cieaning and Disinfecting Solution is
indicated for the daily cleaning, removal of protein deposits, disinfection, and storage of
soft (hydrophilic) contact lenses (including silicone hydrogel) and rigid gas permeable
contact lenses, as recommended by your eye care practitioner.

Prescription Use Over-The-Counter Use _ ¥/

(Part 21 CFR 801 Subpart D)~ /ND/OR (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

AAC A/KUAL\ Page 1 of 1
(Division Sign-()ll) g :
Division of Ophthalmit;Neurological and Ear,
Nose and Throat Devices

- 510(k) Number w1124 o9

Questions? Contact FDA/CDRH/OCE/DID at 'CDR.H-FOISTATUS@fda.hhs.gov or 301-796-81 1-8
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W066-G609 -
Silver Spring, MD 20993-0002

AFR 3 0 2012

c/o Ms. Tricia Garrett _

Senior Specialist, Global Regulatory Affairs
1400 North Goodman Street : '
Rochester, NY 14609

Re: K112909 o - _
. Trade/Device Name: Bausch and Lomb OCD04 3% Hydrogen Peroxide Cleaning and
' Disinfecting Solution ' : :
Regulation Number: 21 CFR 886.5928
Regulation Name: Soft (hydrophilic) contact lens care products
Regulatory Class: Class 11 '
Product Code: LPN, MRC
Dated: April 25,2012
Received: April 26, 2012

Dear Ms. Garrett:

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. 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 II (Special Controlsj or class TII (PMA), it

may be subject to 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.

Questions? Contact FDA/CDRH/OCE/D-ID at CDRH-FOISTATUS@fdé.hhs.gov'or 301-796-8118 |
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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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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 prows:ons (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
g0 to http://www.fda.gov/AboutFDA/CentersOfficessy CORH/CDRHOffices/ucm1 15809.htm for '

* the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please -

note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation 21
CFR Part 803), please goto . .

http.//www.fda. govfMedicalDevwes/Safetv/ReportaProblemfdcfault htm for the CDRH s Office
of Surveillance and Biometri¢s/Division of Postmarket Surveillance.

~ You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer As51stance at its toll free number-
(800) 638-2041 or (301) 796-7100 or at its Internet address '
hitp://www.fda. gov/MedlcalDev1ces/RcsourcesforYou/Industrv/default htm.

Smcerely YOurs, ‘ o
m Eydelman, M.D.
Director
Division of Ophthaimic, Neurologlcal and Ear,
Nose and Throat Devices
Office of Device Evaluation -
- Center for Devices and

Radiological Health
- Enclosure : '

_ Questions? Contact FDA/CDRH/OCE/DID at CD.RH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-2889; Released 5/6/14 1290 0]

indications for Use Statement

" 510(K) Number (if knowﬁ); Kitza09

Device Name: Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleamng and
' Dlsmfectmg Solution

Indications for Use:

~ Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Soiution is
indicated for the daily cleaning, removal of protein deposits, disinfection, and storage of
soft (hydrophilic) contact lenses (including silicone hydrogel) and rigid gas permeable
contact lenses, as recommended by your eye care practitioner.

Prescription Us.e AND/OR Over—The—Counter Use v

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

“Concurrence of CORH, Office of Device Evaluation (ODE)

e sl A

- {Division Sign- (1) g : -
. Division of Ophthglmi2;Neurological and Ear,

Nose and Throat Devices

Page 1 of 1

Lilzdo9

5 10(k) Number

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BAUSCH & LOMB, INC, 510k Number: K112909
1400 NORTH GOODMAN ST. :
ROCHESTER, NEW YORK 14609-3547 , Product: OCD04 3% HYDROGEN PEROXIDE

ATTN: TRICIA GARRETT

The additional information you have submitted has beenl received,

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at : : ‘
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/ucm084365.htm. Please
ref(t):rkto this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k). .

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a

O submission or a rccwirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission. ‘

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, ora 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements. ‘

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ' |3
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Mcdonald, Lisa ™

From: ‘Mcdonald, Lisa *

Sent: Thursday, Aprit 26, 2012 2:03 PM
To: - 'tricia.m.garrett@bausch.com’
Subject: K112909 Al Letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiglogical Health
ument Control Center WO6b-G609
10903 New H Hg‘ﬁyenue
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-»
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April 263201 (
"GARREF]

TRICIA

BAUSCH & LOMB, INC. : ~
1400 NORTH GOODMAN ST. ,

ROCHESTER, NEW YORK 14609-3547

ATTN: TRICIA GARRETT

510k Number: K112909

Product: OCDO4 3% HYDROGEN PEROXIDE
CLE

~ The additional information you have submitted has been received.

O

We will notify you when the processing of this submission has been completed or if ar_1ly additional information is
required. Please remember that all correspondence conceming your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files ﬁnder eview. Please refer to this guidance for information on current fax and e-mail practices at
htp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htim. On
Au&ust 12, 2005 CDRH issued the Guidance Tor Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at -

. hup://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm{)84365.him. Please

Eﬁ er to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510
). .

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until Iyou receive a letter from FDA allowmggbyou to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexirg of a
submission or a requirement for gdﬁltIOna! information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within $0 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510}]{) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 8§07.93, it meets the content and format regulatory requirements. -

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. _ : ‘ .

Sincerely,

510(k) Staff

4/26/201@uestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118'
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February 29, 2012

BAUSCH & LOMB, INC. 510k Number: K112909
1400 NORTH GOODMAN ST. Product: OCD04 3% HYDROGEN PEROXIDE CLE

ROCHESTER, NEW YORK 14609-3547 On Hold As of 2/28/2012
ATTN: TRICIA GARRETT

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concemning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at ‘

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(1) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:

http:/www.fda. gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm136685.htm. '

lf after 30 days the additional information (Al), or a request for an extension of time, is not received, we will

. discontinue review of your submission and proceed to delete your file from our review system (21 CFR

807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission. -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 90
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

: If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
7~ Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
\J (301)796-5640. ‘

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section .

Office of Device Evaluation

Center for Devices and Radiological Health

O

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ' 9 \
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Grayson, Glovanna *

From: Grayson, Giovanna *

Sent: Wednesday, February 29, 2012 10:05 AM
To: ‘tricia. m.gamett@bausch.com’

Subjéct: ack letter

Attachments: image002.png
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U.8. Feod and Drug Administration

Center for Devices and Radiological Heallh
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February 29,

GARREY;

TRICIA "

BAUSCH & L.OMB, INC.
1400 NORTH GOODMAN ST.

ROCHESTER, NEW YORK 14609-3547
ATTN: TRICIA GARRETT
510k Number: K112909

Product; OCDO4 3% HYDROGEN PEROXIDE CLE
On Hold As of 2/28/2012 )
We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the additional information that was

requested by the Office of Device Evaluation. Please remember that all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note the new Blue Book

Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about Premarket Files Under

Review. Please refer to this guidance for information on current fax and e-mail practices at
hutp://www.lda.poviMedicalDevices/DeviceRegulationand Guidance/GuidanceDocumentsfuc m08 9402 . htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your 510(k) submission can be
successfully completed. In developing the deficiencies, we carefully considered the s1atutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device. We also considered the burden that may be
incurred in your attempt to respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. 1f, however, you believe that information is being requested that is not relevant to the regulatory decision or that there is a less
burdensome way to resclve the issues, you should follow the procedures outlined in the "A Suggested Approach to Resolving Least
Burdensome Issues" document. It is available on our Center web page at:

hitp://www.[da. uov/MedlcalDevmes/DevnceRegulanonandGu1dance/0verwew/MPdlcalDcvlceProw‘ilonsoI'FDAModerm?auonAct/ucmI36685 htm.

If afier 30 days the additional information (A1), or a request for an extension of time, is not received, we will discontinue review of your
submission and proceed to detete your file from our review system (21 CFR 807,87(I)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment™. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to remain
on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is to assist agency staff and the
device industry in understanding how various FDA and industry actions that may be taken on 510(k)s should affect the review clock for
purposes of meeting the Medical Device User Fee and Modemnization Act. You may review this document at

hutp:/fwww.fda,pov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocumenis/ucm089735.htm.  Pursuant to 21 CFR 20.29, a copy of

your 510(k) submissicn will remain in the Office of Device Evaluation. If you then wish to resubmit this 510(k} notification, a new number
will be assigned and your submission will be considered a new premarket notification submission.

2Qg/zoé}%estions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 a‘a
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution unti! you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll~free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

2/29/20 : '
bzuesnons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(R ITRVICE,
&
hd
g' : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
>
“fs% U.S. Food and Drug Administration
“vaga Center for Devices and Radiclogical Health

DBacument Control Center WO66-G609
10903 New Hampshire Avenue
Sitver Spring, MD 20993-0002

February 06, 2012

BAUSCH & LOMB, INC. 510k Number: K112909
1400 NORTH GOODMAN ST.
ROCHESTER, NEW YORK 14609-3547 Product: OCD04 3% HYDROGEN PEROXIDE

ATTN: TRICIA GARRETT

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mai) Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution unti! you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 6(5
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BAUSCH#LOME

Traditional 510(k): Premarket Notification

Bausch + Lomb OCD04 3% Hydrogen
Peroxide Cleaning and Disinfecting Solution

September 30, 2011

Sponsor: Bausch & Lomb
1400 North Goodman Street
Rochester, New York 14609
(585) 338-6000
Facility Registration #: 1313525
www.bausch.com

Submitted by: Tricia Garrett
Senior Specialist, Global Regulatory Affairs
Phone (585) 338-6706
Fax (585) 338-0702
Email: tricia.m.garrett@bausch.com

I/LO y
N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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{ \ DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBE
'\ J FOOD AND DRUG ADMINISTRATION Write the Payment Identification num!
T~ MEDICAL DEVICE USER FEE COVER SHEET ~
A completed cover sheel must accompany each original application or supplement subject to fees. }f payment is sent by U.S. mail or
caurier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:#www.fda.govioc/mdufmajcoversheetl.himl
1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, cily state, country, and post office code) Tricia Garrett
2.1 E-MAIL ADDRESS
BAUSCH AND LOMB INC ) wicia.m. H@b h.
1400 N GOODMAN STREET cia.m.gareti@bausc gom
us 5B5-338-6706
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
5235 :
3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/Avww.fda.gov/oc/mdufma
Select an application type: 3.1 Select a center
[X] Premarkel notification(510(k)); except for third party [>X] CORH
[1513(g) Request for Information [1CBER
{1Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application
[1 Modular PMA Supplement Types:
[ ] Praduct Development Protocol (PDP) [ ] Efficacy (BLA)
[ 1 Premarket Report (PMR) []1 Panel Track (PMA, PMR, PDP)
[ 1 Annual Fee for Periodic Reporting (APR) [ 1 Real-Time (PMA, PMR, PDP)
[130-Day Notice []180-day (PMA, PMR, PDP)
4. ARE YQU A SMALL BUSINESS? (See the instructions for more information an determining this status)
/*M [1YES, | meet the small business criteria and have submitted the required [X] NO, I am not a small business
{ 3 qualifying documents to FDA
\

Site: null Records processed under FOIA Request 2014-2889; Released 5/6/14 Page 1 of 1

Form Approved: OMB No.

4.1 If Yes, please enter your Small Business Decision Number:
5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TC FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[1NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; ses
hitp:/iwww.fda.govicdrh/imdufma for additional information)

6. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

APPLICABLE EXCEPTION.
[ 1 This application is the first PMA submitted by a qualified small business, [] The sale purpose of the application is to support
including any affiliates conditions of use for a pediatric population

[ ] The application is submitted by a siate or faderal
govemment entity for a device that is not to be distributed
commercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the applicalion is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES XINO

PAPERWORK REDUCTION ACT STATEMENT .

Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for reviewing
insiructions, searching exisling data sources, gathering and maintaining the data needed, and compieting and reviewing the collection of

information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

[ 1 This biologics application is submitted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th
Floor Rockville, MD 20850
[Please do NOT retum this form to the above address, except as it periains to comments on the burden estimate.]

ITTED FOR THIS PREMARKET APPLICATION

12-Sep-2011

"Close Window" Print Cover sheet

Page 10 of 189
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 2

Bausch + Lomb OCD04 Cleaning and -
Disinfecting Solution FDA FORMS 3514 AND 3654

Section 2: FDA Forms 3514 and 3654

Section 2.1: FDA Cover Sheet Form 3514
Section 2.2: Standard Data Report for 510{(k)s Form 3654

Page 11 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION gxMB No. 03;0‘0320 31 2013
piration Date: December 31,
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Soh OME Statemens on page 5.
Date of Submission User Fes Payment ID Number FDA Submission Documenl Number (i known)
September 30, 2011

SECTION A IF SUBMISSION

PMA PMA & HDE Supplement POP 810(k) Meeling
[ origina Submissien ] Regutar (180 day) [J original POP <} original Submission: ] Pre-510(K) Mesting
[[]J Premarket Report [[] special {] Notica of Completion [X] Treditional [] Pre-IDE Mesting
[ Moduter Submission [C]Panset Track (PMA Only) | [] Amendment ta PDP ] speciat [ Pre-PMA Meeting
] Amendment (0 30-day Supplement [] Abbroviated (Complats | [T Pre-PDP Mesting
1 Report [J 30-day Notice section |, Page 5) [ pey 100 Meeting
] Report Amendment ] ¥35-day Suppiement Dmm' Infamaiion [[] Agreement mesting
[J Ucensing Agreement | [T Reak-time Review ([0 hird Party [] betermination Mesting
Amendment to PMA & Other (specify):
I HOE Supploman [ Otar (specity
[Jother
IDE " Humanitarian Device Class Il Exemption Paetition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Designation
) _ . {(De Novo)
[ original Submission [] originel Submission [(] oniginal Submission (] Original Submission Oswxa
[[] Amendment ] Amendment [] Agditional Information (] Additione! informaticn (] other L
] Supplement [] Supplement (descride submission):
D Report
[[] Report Amendmen
Have you used or cited Standards In your submission? [X]Yes [ JNa (i Yes, please complete Sectian /, Pege 5}
O B = K PP O PO O
Company / Institution Nama Establishment Registration Number (/f known)
Bausch & Lomb Incorporated 1313525
Division Name (7 agplicablo) Phane Number (including ares code)
NA 585.338-6706
Streat Address FAX Number (including erea code)
1400 North Goodman Street . 585-338-0702
City State / Province ZIP/Postal Code | Country
Rochester New York 14609 USA
Contact Name
Tricia Garett
Contact Tle : . Conlaci E-mall Address
Senior Specinlist, Global Regulatory Affatrs Tncia M Garent@Bausch com

SECTIONC APPLICATION CORRESPONDENT (e.q., consultant, if different from above)
Company / Inatitution Nama

Division Name (if app/icable) Phone Number (including area cods}
Street Address : FAX Number (/ncluding area cods)
City State / Province ZIP Cade Country
Contact Name
Conlact Trie . Contacl E-mail Address
FORM FDA 3514 (12/10) Page 1 of 5 Pages
Page 12 of 189 R PRC Pubhhuog Senem 01y 14620 EF

'

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1

[[] New Device

] whndrawal

{7 Additional or Expanded Indications

D Request for Extension

] Post-approval Study Protoco!

7] Request for Applicant Hold

[ Request far Removal of Applicant Hotd

[[J Request to Remave ar Add Manutacturing Site

[[] chenge in design, component, or
specification:
{7 Software /Hardwara
[ cotor Additive
] Material
[ spacifications
[7] Other (specity beiow)

REASON FOR APPLICATION - PMA, PDP, OR HDE

[ Location change:
[ Manutacturer
] steritizer
D Packager

D Process change:
[] Menutacturing [ ] Packaging
[0 steriiization

[ other tspacity beiow)

7 Labeling change:
] indications
[ tnstructions
[ Performance Chemacteristics
(] shettLife
] Trade Name

I:l Response to FDA mrrasporﬂeﬁce:

[] other (specity betow)

] Report Submission:
(] Annual or Periadic
(] Post-approval Study
[] adverse Reaction
[] Devico Defect
[J Amendment

[[] change In Ownership
D Chenge in Commeapondent
[J change of Apphcant Address

D OCther Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE
(] New Davice : [ change in: [[] Responsa to FDA Letter Conceming:

SECTION D3

New Device

[] New Indication ] comespondent / Applicant (7] Conditional Approvat
] Addition of Institution [[] Design/Devica (T Deemed Approved
[T] Expansian / Extension of Study [ tnformed Censent [] peficient Final Report
[} tRe certificatien [J manufacturer [[] oeficient Progress Report
[] Termination of Study [] manutacturing Process [ peficient Investigator Report
[] withdrawal of Application [ Protocol - Fensibiity [ pisapproval
7] unenticipated Adverse Effect (] Protocol - Other [[] rRequest Exisnsion af
[T Notification of Emergency Use 7 Sponaar Time to Respand 1o FDA
[T] Compassionata Usa Request [ Request Maeting
[ Treatment IDE ] Repont submission: [J Request Hearing
] continued Access [ current investigator
. [} annual Progress Report
[] site Waiver Report
[J Final
D Other Reason (specify):

REASON FOR SUBMISSION - 510(k)

[ Additional or Expanded indications

I:l Change In Technalogy

[[] other Reason (specify):

FORM FDA 3514 (12110)

Page 13 of 189

Page 2 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTIONE ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS .

Product codes of devices o which substantial equivalence is daimed Summary of, or statemanl concaming,
AT, safely and effeclivenass information
( ! 1| LBEN 2 3 4 <
- 510 (k) summary attached
o 5| MRC & 7 8 [:| 510 (k) slatement
Information on devices to which subsiantial equivalence is claimed (if known}
: N 510{k} Number ;Ws Trade or Proprietary or Mode! Name j: Manufacturer
K022687 AOSEPT CLEAR CARE CLEANING AND Ciba
1 1 | DISINFECTING SOLUTICN 1
K023455 AOSEPT CLEAR CARE CLEANING AND Ciba
2 ’ 2| DISINFECTING SOLUTION 2
3 3 3
4 4 4
5 E] 5
B ] B
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

SohRt (hydrophilic) contact lens care products
Rigid Gas Permeable contact lens care praducts

m ¢3| trade or Propristary or Moda! Name for This Device . <] Model Number
p— 1| TBD 1
2 2
3 3
4 ) 4
5 5
FDA document numbers of sll prior related submissions (regamiess of oufcoma)
1 2 3 4 5 6
7 a ) 10 1" t2
Dala included in Submission
& Laboratory Testing E Animal Trials & Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (i applicabls) Device Class
LPN, MRC 21 CFR 8"86.59IB & 21 CFR 886.5528 D Class | gl Class II
Classification Panel -
[ciassti [ Unclassified
Opthalmic Devices .
indications (from lebeling)
Bausch + Lomb GCD04 3% Hydrogen Peroxide Clezning and Disinfecting Solution is indicated for the daily cleaning, removal of protein deposits, disinfection. and
storage of sofl (hydrophilic} contact lenses (including silicone hydrogel) and rigid gas permeable contact lenses, as recommended by your eye care practitioner.
.-//-” N\“
LI’_ J

FORM FDA 3514 {12/10) _ Page 3 of 5 Pages
Page 14 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 16l
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. FOA Document Number (if known}
Note: Submission af the information entered in Section H does not affect the
need to submit device establishment registration,

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Company / Institution Name

blishment Identifier (F
[ Origina Faclly Esta \de (FEI) Number D Manufacturer EI Contract Starilizar
[Jadd  [Joetete [ Contract Manutacturer ] Repackager / Relabeler
— o

Division Namae (if applicable) Phone Number (including ares code)

FAX Number (including aree code)

o

Contact E-mall Addrass

FORM FDA 3514 (12/10) 'AddContinuatlon:Page| Page 4 of § Pages
Page 15 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ 67
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SECTION | UTILIZATION OF STANDARDS
Note: Complete this section if your application or submission cltes standards or includes a “Declaration of Conformity to a Racognized
{v”‘\ Standard™ statement. '
‘\ f Standards No. glandz’tzrdﬁ Standards Title Version Date
i rganzaton See the following FDA 3654 Forms
1
Standards No. Standards Standards Title Version Date
Organization
2
Slandards No, Standards Standards Tile Version Date
Organizatlon
3
Standards No. Standards Standards Title Verslon Date
Organization .
4
Slandards No. Standards Standards Title Verslan Date
Organization
SN
Standards No. Standards Standards Titte Version Date
Organization
6
Standards No, Standards Standards Title ’ R Version Date
1 Organtzation
7
Plaase Include any additionz| standards to be clted on a saparate page.
Public reperting burden for this collection of information is estimated to average 0 5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and muintaining the data needed, and completing reviewing the collection of information Send comments regarding this burden
estimate o any other aspect of thig collection of information, including suggestions for reducing this burden 1o:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, Room 400
Rockville, MD 20850
An agency may not condrict or sponsor. and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control numiber.
:J{/"—‘ '\.\."‘ \
‘i‘ : 41_/'" ]
FORM FDA 3514 (12110) ) ) Page 5 of 5 Pages
Page 16 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 6%
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K117297

Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notiflcation SECTION 3
Bausch + Lomb OCD04 Cleaning and
O Disinfecting Solution - COVER LETTER
September 30, 2011 ,
U.S. Food and Drug Administration FDA CDRH DMC
Center for Devices and Radlological Health 011
Document Mail Center - WO66-G609 0cT 0312
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002 Received

Reference: 510(k) Notification: BAUSCH + LOMB OCD04 3% HYDROGEN
PEROXIDE Cleaning and Disinfecting Solution

Dear CDRH Staff:

Bausch + Lomb hereby submits this Traditional 510{k) Premarket Notification to demonstrate that
Bausch + Lomb QCDQ4 3% Hydrogen Peroxide Cleaning and Disinfecting Solutlon is
substantially equivalent to legally marketed predicate devices. The submitter is Bausch & Lomb
Incorporated, 1400 North Goodman Street, Rochester, NY 14609 and Tricia Garreft, Senior
Specialist Global Regulatory Affairs is the contact person.

Bausch + Lomb declares that the following are applicable to the subject medical device:

Classification Regulation: 21 CFR 886.5918 and 21 CFR 886.5928
Device Class: Class Il
7 Device Regulation Panel: 86
O Product Codes: LPN, MRC

Enclosed is the original copy of this Premarket Notification, one paper copy, and an electronic
copy on a compact disc as an Acrobat Portable Document Format file (PDF). Per the instructions
accessed at hitpi//www.fda gov/cdrh/elecsub.html, an electronic copy is being provided with this
submission and It is an exact duplicate of the original paper submission.

The design and use for this device Include:

Design and Use of the Device

ii- - , Question [YES JI NO ;

Ils the dewoe intended for " prescription use (21 CFR 801 Subpan D)? | [

||s the device intended for over-the-counter use (21 CFR 807 Subparl C)? | i| X |
,[Does the device contain components derived from a tissue or other biologic source? j! “_)_( '

[1s the device provided sterlle? _ [x

Ils the device intended for single use? o ___‘| _”___‘

Ils the device a reprocessed single use device?

X

]If yes, does this device type require reprocessed validation data? ‘[ ’[ NIA .

|
|
{Does the device contain a drug? I x]
|

;lpges the device contain a biologic? ) [ | X
9

Page 46 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 lqg
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, Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notificatlon SECTION 3
Bausch + Lomb OCD04 Cleaning and '
Disinfecting Solution COVER LETTER

Traditional 510(k) Premarket Notification
Bausch + Lomb
September 30, 2011

Page 2 of 2
;[Questlon _: ------ ) . — l Y_Egjl.mﬂ_q _“
;IDoes the device use software? _ I :I _X ‘
§|Does the submission include clinicai information? _ __”__ X_]| |
[1s the device implanted? o | l_x

Bausch + Lomb hereby requests that this submission and its contents be held as confidential
commercial information, and that the sponsor considers the intent to market the device to be

confidential commercial information within the meaning of 21 CFR 807.95 and associated
regulations. '

Thank you in advance for your consideration of our application. If there are any questions, please

feel free to contact me at (585) 338-6706. In my absence, please contact my colleague Jennifer
Murray at 585.338.8460, or jennifer.murray@bausch.com.

Sihcerely,

Tricia Garrett

Senior Specialist, Global Regulatory Affairs
(585) 338-6706 (office)

(585) 338-0702 {fax)
Tricia.M.Garrett@Bausch.com

Page 47 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bausch & Lomb, Inc.
Traditional 510(k} Premarket Notification SECTION 4
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution INDICATIONS FOR USE STATEMENT

Section 4: Indications for Use Statement

Page 48 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bausch & Lomb, Inc.
Traditional 510(k} Premarket Notification SECTION 4
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution INDICATIONS FOR USE STATEMENT

Indications for Use Statement

510(k) Number (if known):

Device Name: Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and
Disinfecting Solution

{ndications for Use:

Bausch + Lomb OCDO04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is
indicated for the daily cleaning, removal of protein deposits, disinfection, and storage of
soft (hydrophilic) contact lenses (including silicone hydrogel) and rigid gas permeable
contact lenses, as recommended by your eye care practitioner.

Prescription Use AND/OR Over-The-Counter Use __ v

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

Page 49 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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e
;/H)

Indications for Use Statement

510(k) Number {if known):

Device Name: Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and
Disinfecting Solution

Indications for Use:

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is
indicated for the daily cleaning, removal of protein deposits, disinfection, and storage of
soft (hydrophilic) contact lenses {including silicone hydrogel) and rigid gas permeable
contact lenses, as recommended by your eye care practitioner.

Prescription Use AND/OR Over-The-Counter Use v

{Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

Page 50 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bausch & Lomb, Inc.

Traditional 510(k) Premarket Notification | SECTION 5
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution 510(k) SUMMARY

Section 5:  510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 51 of 189
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 10
Bausch + Lomb OCD04 Cleaning and
Dlslnfectlng Solution EXECUTIVE SUMMARY

1.0 Applicant’s Name and Address

Bausch & Lomb Incorporated
1400 N. Goodman Street
Rochester, NY 14609

Contact Person:
Tricia Garrett

Senior Specialist, Global Regulatory Affairs
1400 N. Goodman Street

Rochester, NY 14609

{585) 338-6706 (office)

(585) 338-0702 (fax)
Tricia.M.Garrett@bausch.com

2.0 Device Identification and Classification

Common Name: Contact Lens Disinfection Solution
Trade Name: TBD

Soft (hydrophilic) contact lens care products
Rigid Gas Permeable contact lens care products

Device classification: | Class Il (21 CFR 886.5918 & 21 CFR 886.5928)
Product Codes: LPN, MRC

Classification:

3.0 Establishment Identification Numbers

The owner operator for Bausch & Lomb facilities is Bausch & Lomb Incorporated.
The owner operator number for Bausch & Lomb Incorporated [[EEGNG
located at One Bausch & Lomb Place, Rochester, New York 14604.

The establishment registration number and address for each manufacturing and
sterilization site for Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and
Disinfecting Solution:

Page 69 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 591
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 10
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution EXECUTIVE SUMMARY
Owner/Operator Number:

Bausch & Lomb, Incorporated

One Bausch & Lomb Place
Rochester, New York 14604-2701
Owner/Operator Number - 9813003

4.0 Performance Standards

No performance standards for this device have been promulgated under Section
514, Federal Food, Drug and Cosmetics Act. ’

5.0 Description of Device

Bausch + Lomb OCD04 3% Hydragen Peroxide Cleaning and Disinfectin
Solution is a sterile, buffered solution containing 3% hydrogen peroxide
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 10
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution EXECUTIVE SUMMARY

6.0 Sterility / Sterilization Rationale

In accordance with 21 CFR 800.10, Bausch + Lomb OCD04 3% Hydrogen
Peroxide Cleaning and Disinfecting Solution is manufactured and marketed as a
sterile solution.

7.0 Indications for Use

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting
Solution is indicated for the daily cleaning, removal of protein deposits,
disinfection, and storage of soft (hydrophilic) contact lenses (including silicone
hydrogel) and rigid gas permeable contact lenses, as recommended by your eye
care practitioner.

8.0 Description of Safety and Effectiveness

Bausch + Lomb has followed the FDA guideline titled Premarket Notification
(510(k)) Guidance Document for Contact Lens Care Products, May 1997 where
applicable to prepare this submission.

Non-Clinical Laboratory Testing

8.1 Biocompatibility Testing

Page 71 of 1898
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Bausch & Lomb, Inc. )
Traditional 510(k) Premarket Notification SECTION 10
Bausch + Lomb OCD04 Cleaning and .
Disinfecting Solution EXECUTIVE SUMMARY

8.2 Microbial Testing

8.3 Chemical Testing
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Bausch Lob, Inc.
Traditional 510(k) Premarket Notification SECTION 10

Bausch + Lomb OCDO04 Cleaning and
Disinfecting Solution 1 EXECUTIVE SUMMARY

8.4 Clinical Evaluation
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 10
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution EXECUTIVE SUMMARY

9.0 Purpose of Submission

The sponsor submitted this Traditional 510{(k) Premarket Notification for a new
medical device, Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and
Disinfecting Solution, to demonstrate that it is substantially equivalent to legally
marketed devices.
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Bausch & Lomb, l.
| Traditional 510(k) Premarket Notification

Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution . DEVICE DESCRIPTION

SECTION 11

Section 11: Device Description

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is a
sterile, buffered solution containing 3% hydrogen peroxide
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 11

Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution DEVICE DESCRIPTION

Manufacturing Process Flow For Bausch + Lomb OCD04 3% Hydrogen Peroxide
Cleaning and Disinfecting Solution:
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 11
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution DEVICE DESCRIPTION

Picture: Bausch + Lomb 3% Hydrogen Peroxide Cleaning and Disinfecting
Solution Lens Case

Page 80 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3D



Records processed under FOIA Request 2014-2889; Released 5/6/14

WCHART
Assembly & Packaging




Records processed under FOIA Request 2014-2889; Rel_
FLOWCHART

Advanced — Assembly & Packaging

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prbcessed under FOIA Request 2014-2889; Released 5/6/14

el .
Bauschslomb Certificate of Analysis Page 1 of 1

Last RefreshedP AR5 0891:17:28 AM

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3‘55'



Records processed under FOIA Request 2014-2889; Released 5/6/14

@)

Bun00 e
S0 § 4 POV,
31va O¥vIsIQ

‘ iiilluiili!.‘,
o dofs Jou 0 ggqa
ﬁi tihﬂni

‘35N ¥04 SNOILD3NIO

auAS (WESE) 2

ZOEU«.\ FIdIL
olnjos Bupaaju

mo_xOmma szOmo>I m

4V D
dv41D

‘BuIbuIs pue Bujuing u) 3Nsad ||IMm asn 10j SUOIIIIIP MO||0} OF 24njied (INV.LYOdWI

Page 147 of 189

99

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-2889; Released 5/6/14

3SN 404 SNOLLD3¥Ia

L0224
. . ZhHOLER|T
... _n:vqﬁ:l

db

NOILDV
37dI&L

30IX0d3d NIDOYAAH %E

3AIX0OH3d NIOOHMAAH %E m m U

TENCELY |

USE ONLY THE CLEAR CARE
LENS CASE PROVIDED.

3

Page 148 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ords processed under FOIA Request 2014-2889; Released 5/6/14

Page 143 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

ol



Records processed under FOIA Request 2014-2889; Released 5/6/14

Bausch & Lomb, Inc,
| Traditional 510(k} Premarket Notification SECTION 14

Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution STERILIZATION AND SHELF LIFE

Section 14: Sterilization and Shelf Life
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Bausch & Lomb, Inc.
Traditlonal 510(k) Premarket Notification SECTION 14
Bausch + Lomb OCD04 Cleaning and '
Disinfecting Solution STERILIZATION AND SHELF LIFE

Section 14.1: Sterility Testing Procedure TP-7810
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 14
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution STERILIZATION AND SHELF LIFE

Section 14.2: Stability Report and Study Protocol

Page 152 of 189

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

204



Records processed under FOIA Request 2014-2889; Released 5/6/14

ach & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 14

Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution STERILIZATION AND SHELF LIFE

Section 14.3: Microbiological Stability Reports
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Bausch & Lomb, Inc. ,
Traditional 510(k) Premarket Notification SECTION 14
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution STERILIZATION AND SHELF LIFE
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Bausch & Lomb, Inc. -
Traditional 510(k) Premarket Notification SECTION 15

Bausch + Lomb OCD04 Cleaning and
' Disinfecting Solution BIOCOMPATIBILITY

Section 15: Biocompatibility
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Bausch & Lomb, Inc.
Traditional 510(k} Premarket Notification SECTION 15
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution BIOCOMPATIBILITY
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 15

Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution | BIOCOMPATIBILITY
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification ~SECTION 15.
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution BIOCOMPATIBILITY
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Bausch & Lomb, Inc. ]
Traditional 510(k) Premarket Notification SECTION 15

Bausch + Lomb OCD04 Cleaning and
_Disinfecting Solution _ BIOCOMPATIBILITY

Section 15.2 1SO Elution Method of Packaging Components
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 15
Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution BIOCOMPATIBILITY
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 15

Bausch + Lomb OCD04 Cleaning and
Disinfecting Solution ) BIOCOMPATIBILITY

Section 15.3: In-Vivo Biocompatibility
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 15
O Bausch + Lomb OCD04 Cleaning and
N Disinfecting Solution BIOCOMPATIBILITY
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 16
Y Bausch + Lomb OCD04 Cleaning and
R ‘ Disinfecting Solution SOFTWARE

Section 16: Software

This section does nlot apply to this Tradition 510(k) Premarket Notification. The device,
Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution,
does not contain any software. '
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 17
Bausch + Lomb OCD04 Cleaning and :
Disinfecting Solution ELECTRICAL SAFETY

Section 17: Electrical Safety

This section does not apply to this Tradition 510(k) Premarket Notification. The device,
Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution,
does not contain or support electrical equipment.
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 18
Bausch + Lomb OCDO04 Cleaning and
Disinfecting Solution PERFORMANCE TESTING — Bench

Section 18: Performance Testing — Bench
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 18
Bausch + Lomb OCDO04 Cleaning and
Disinfecting Solution PERFORMANCE TESTING — Bench
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8.6 INSTITUTIONAL REVIEW BOARD ..ottt ittt eee st et eeeeaa s e eaa ettt sennssavsaasannnnssaasaans 31
R.7  PUBLICATION OF RESULTS teiitvtiiivesstisiessesiecsssesssiesssssissisassissessastinsssssssesssssiessisssssiessansiesssntesessnsssessnn 31
9.0 REFERENCES. " . reetrtestensee e nenn e sennas . 33
APPENDICES
APPENDIX A: SCHEDULE OF VISITS AND PARAMETERS...... . A-1
APPENDIX B: METHODS OF CLINICAL EVALUATION....cccccviveeeernreenns B-1
APPENDIX C: SUBJECT INSTRUCTIONS FOR TEST SOLUTION: FOR ALL SOFT
CONTACT LENS WEARERS ...cccotiiinnnninnsiinmmmonsniomsmesssenssssnns C-1
APPENDIX D: SUBJECT INSTRUCTIONS FOR TEST SOLUTION: .FOR RGP LENS
WEARERS - earesrssirenacaReaseetsaeateratetaNeRenttenosennnsen . renrranesiaressnensen D-1
APPENDIX E: SUBJECT INSTRUCTIONS FOR CONTROL SOLUTION: FOR ALL SOFT
CONTACT LENS WEARERS . teeenesiesesansnnan E-1
APPENDIX F: SUBJECT INSTRUCTIONS FOR CONTROL SOLUTION: FOR RGP LENS
WEARERS F-1
Page 5

Page 16.1.1-10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 S Ll
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wisvlogy,
Y Yy

.a; - ) Food and Drug Administration

H C Office of Device Evaluation &

5 Office of In Vitro Diagnostics
O et COVER SHEET MEMORANDUM

From: Reviewer Name Denise Hampton, Ph.D.

Subject: 510(k) Number _K112909/8002 '

To: The Record

Please list CTS decision code __ SE_ .

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http: //eroom.fda.govieRoomReq/Files'lCDRH3/CDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist%207%
202%2007 .doc)

O Hold (Additional Information or Telephone Hold).

v Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

NO NSE for lack of predicate

NI NSE for new intended use

NQ NSE for new technology that raises new questions of safety and effectiveness .
NU NSE for new intended use AND new technology raising new questions of safety and
effectiveness -

NP NSE far lack of performance data

NSE no response

NL NSE for lack of perfermance data AND no response

NM NSE pre-amendment device call for PMAs (515i)

NC NSE post-amendment device requires PMAs

NH NSE for new malecular entity requires PMA

TR - NSE for transitional device

ooooooo OOogon
s
7]

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): 0
Indications for Use Page | Attach IFU v

510(k) Summary /510(k) Statement Attach Summary -
Truthful and Accurate Statement. Must be present for a Final Decision v

AN

Is the device Class ll? : v
If yes, does firm include Class Ill Summary? Must be present for a Final Decision

Does firm reference standards? v
(If yes, please attach form from hitp:/iwww. fda.gov/opacom/morechoices/fdaforms/FDA- :
3654.pdf)

_Ismthls . combmahonﬁpmduct? e e s e e

{Please specify category , see
http:Heroom.fda.qovleRoomRequiles/CDRHSICDRHPremarketNotiﬁcalion510kProqrarnIO 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).D0C

Is this a reprocessed single use device? v
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510{k)s for
Reprocessed Single-Use Medical Devices, htp://iwww.fda.gov/cd rhfodeiguidance/1216.html)

Is this device intended for pediatric use anly? o /

”Is”%'his a prescription'device? (If both prescription & OTC, check both bo;(es.) | v

Q Did the application include a completed FORM FDA 3674, Certification with Requirements of v

_ClinicalTrials.gov Data Bank? .
Is clinical data necessary to support the review of this 510(k)? v

For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

Rev. 2/29/12 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 4
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" [conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
O applicant must be contacted to obtain completed form )

Does this dev1ce include an Animal Tissue Source'?

AII Pedlatnc Patients age<-21

'Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years ¢ld)

Child {2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special consuderataons are being glven to this
group, different from adults age 2 21 (different device design or testing, different protocol
procedures, efc.)

LS NN N N

MTrﬂaﬁr'isatuonal Adolescént B (18 -<= 21; No special considerations compared to adults =>21 years

old)

Nanotechno!ogy h o

Is this device Subj;Ct to the Tracking Regulation? (Medical Device Tracklng "E""“Contact OcC.
Guidance, http:/fwww.fda.gov/cdrh/comp/guidance/169.html) j

Regulation Number Class* Product Code

21 CFR 886.5928 Il - LPN

{*If unclassified, see 510(k) Staff)
Additional Product Codes: MRC

Review: ' ' IO 6 F// 50] 2
(Br nch C (Branch Code) (Date)
Final Review: MQ MWM&W */ZS)%/?/

DIVI/OH Director) . / (Déte)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

)
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E .

";:(’ {( DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
'b“'i'nu

O : Food and Drug Administration

Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review

Traditional/Abbreviated
K112909/S002
Date: April 30, 2012 .
To: The Record Office: ODE
From: Denise Hampton, Ph.D. Division: DONED

510(k) Holder: Bausch & Lomb

Device Name: Bausch & Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution
Contact: Ms. Tricia Garrett

Phone: (585) 338-6706

Fax: (585) 338-0702

Email: tricia.m.garrett@bausch.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce the Bausch & Lomb OCD04 3% Hydrogen Peroxide

O Cleaning and Disinfecting Solution into interstate commerce. After our review of the original
submission, there were clinical/labeling, chemistry, and sterility concerns. Therefore, a Telephone
Hold (TH) email relaying these concerns (dated 9/30/11) was sent to the sponsor. The spansor
responded to our concerns in S001. However, after our review of this supplement, clinical and
sterility concerns remained. Therefore, another TH memo was sent to the sponsor dated 2/27/12.
The sponsor responds to those remaining concerns in the current supplement.

Il. Administrative Requirements

Yes No N/A

Indications for Use page (Indicate if: Prescription or OTC) |

“Truthful and Accuracy Statement
510(k) Summarﬂ)r 510(k) Statement

'S IR IR RN

aéféndardsjl:larm

ill. Device Description

Is the device life-supporting or life sustaining? v
Is the device an implant (implanted longer thah 30 days):? ) | v
Does the device design use software? _ | , z v
O Is the device sterile? ” v |

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7
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K112909/S002
"~ 510(k) Clinical Review

Date: April 30, 2012

From: Marc Robboy Y{WC

To: Denise Hampton, Ph.D., Team‘feader

Subject: K 112909/S002 Clinical Review

Device: OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution
Received April 26, 2012

Sponsor: Bausch + Lomb
1400 North Goodman Street

Rochester, NY 14609
Tel: +1 585 338 6399

Indications )

Bausch+ Lomb 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is indicated
for the daily cleaning, removal of protein deposits, disinfection, and storage of soft
(hydrophilic) contact lenses (including silicone hydrogel) and rigid gas permeable contact
lenses, as recommended by your eye care practitioner.

Clinical

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Ib
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Conclusion/Recommendation )
I recommend a determination of Substantial Equivalence.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \7
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Food and Drug Administration
Office of Devica Evaluation &
Office of In Vitro Diagnostics

NDUM

S
L A

o™ COVER SHEET MEMORA
From:  Reviewer Name DAMSE *JIWWW -
Subject: 510{k) Number IL) / f %Qm ,/;M
To: The Record

Please list CTS decision code ﬂ'\

rema

-Jferoom. eRoomR

02%2007.doc )

e e ——

O Refused to accept (Note: this 's considered the first review cycle, See Screening C
fda les/CDRH3/CDRHPremarketNotif ion51 m/0

p

hecklist
5631

Hold (Additional Information or )
0 Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantiaily Equivalent (NSE) Codes

0 NO NSE for lack of predicate

o NI NSE for new intended use

0O NQ NSE for new technology that raises new questions of safety and effectiveness
O NP NSE for fack of performance data

O NM NSE requires PMA

D NS NSE no response

0 NH NSE for ancther reason

Q Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page

510(k) Summary /510(k) Statement

'fruthﬁil and Accurate Sfatement

s the device Class 17 |
If yes, does _ﬁE'n include Class II_Iiu_m_nEry?F

Does firm refer;rTce standards?

3654.pdf)

Is this a combination—product?

(If yes, please attach form from http://www.fda govlopacomlmorechoicesﬁdafonnleDA- H

~ Attach IFU
Attach Summeary :
* Must be present for 8 Final Decision |

: Must be present for a Final Decision_il_

t
——— =T

(Please specify category , see
ht_tg:ﬂeroom.fda.gow'eRoomRgg!FileleDRHﬂCDRﬂPremarketuuﬁﬁmﬁong1g;Pmramlo 413biICO
03).00C

MB INATION%ZOPRODUCT%?.OALGORITHM%ZO(REVISED%203-1 2-

Is this a reprocessed single use device?

s this device intended for pediatric use only?

Did the application include @ completed FORM FDA 3674,
| ClinicalTrials.gov Data Bank? ___

applicant must be contaeted to obtain completed form.)
Does this device include an Animnal Tissue Source?
All Pediagigeﬁaﬁej)\ts aqe<=21

Is clinical data necessary to support the review of this 510(k)? ‘
For United States-based clinical studies only: Did the application include a completed FORM - !
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was = -
conducted in the United States, and FORM FDA 3674 was not included or incomplete, then :

(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for .

Reprocessed Single-Use Medical Devices, httg:l!www.fda.gov!cdrlﬂodelguidancen216.html)

Is this a prescﬁpﬁon device? (If both prescription & OTC, check both boxes.)

Certification with Requirements of

|

nne? Cer L
—ooTTtaclt |

BDACDRHATOCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

o4
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"eonate/Newbom (Birth to 28 days)
*__\fant (20 days -< 2 years old)
Child (2 years -< 12 years old)
Adolescent (12 years -< 18 years olt_:l)_ . . . I
Transitiol al Adolescenf A (18 - <21 years oid) Spec!al conglderahong aredib;g\rge r?tt\;?g t:oo '
;'rl':::: c?i?erent from adults age = 21 (different device design or testing,
rocedures, efc.) L S T
_:'mnsiﬁonal_gdalesoent B(F18 -<= 21; No special considerations compared to adults => 21y :
o) e e
Nanotechnology e
Is this dewce suﬁe&t to the Tracking Regulation_? (Medlcgl rl\:)hi\:lce Tracking ?
Guidance, hitp:/iwww.fda govicdihicom uidance/169. e ‘cc,d,
Regulation Number Clﬁs‘ W“
- Ay il
AcCkR .50 (°1f unclassitied, see 510(k) Stafl)
Additional Product Codes:_ ML~
-Review: ZoCh T | (Branch Code) (Date)_

Final Review:

: /( te)
C

N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ag
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510¢k) “SUBSTANTIAL EQUTVALENCE”
DECISION—MAK]NG PROCESS

New Device is Compared to o LV o
Marketed Device *

© | - @

Descriptive Informistion  Does New Devige Have s-m NO Do the Differences Alter

the lnzadzd Mot Substantielty
about New or Muzkeied {ndication Statementt— > Therspcutic/Dingnosticlets. Gicteis, Effect  YES mmmmmmm
Device Requested af Needed {in Deciding, May Consider Empact on
l YES Sefety end Effectiveness)?*®
New Device Hos Seme Intended -

NO
Us and May be *Sybstantially Equivalent™ :

Does New Device Have Same

- i Dorice s O
) New Device Has
@ . .E , New Inteaded Use

- Tecimelogicat Chamcteristics, NO. Could the Hew .
eg,DBlgn.Mn!mals,etr.? ———— Characteristics Do the New Chersctesistics
] i Aﬂ’eu.smyor——-b muewwpuufsm___,,o
@ l T eness? orEffccﬂvamﬁons? 1\
NO Are the Descriptive NO : i
— Charecteristics Precise Enough NO
| to Ensure Equivalence? . _ @
. NO _ ' ' ' L .
O ArcPﬁrﬁmnmﬂ mce Data - Do Accepted Sciertific
e Availeble torAsees Equivalence? YES Metiody Bxist for  ————
. Assessing Effoets of NO-
- the New Charatteristics?
YES

A S . -- - lm
Performance

Are Performance Data Avaitable T NO
Data Required To Assess Effects of New  —
Charpcteristics? ***
YES
C .
Y
> Perﬁummmpemonsm : - Performance Data Demonstrete |
ce? s O Equivalence?  €—— .
' YE3 - | YES . _ NO

. “Substamtiglly Bquivalenf .
To 0 Detormingtion . To .

@

510(k) Suhnusmnns'compue

new dww&s to mukemd devices. FDA requests ndd‘hunalmfonnaﬁ.on ifthe ﬂ:laﬂunshlp bemcen
markeled and "pfedwate (pre-Ameandments or reclssified post-Amendments) devices i unr-lear
-

This decision is normally based midasmphvc ‘nformation a!one. but Tinited |cstmg uﬂ'mmaﬁm is sometimes rcqnired.

mMﬁMémmrﬂm rﬁ—'&gf'ﬁ’r'ﬁ'é'@‘fda hhs.gov or 301-796-8118

24

b
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+* Alevicyy ”
oy

Food and Drug Administration
Office of Device Evaluation&
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

Demiee Hampton

From: Reviewer Name | ]
Subject: 510(k) Number 113955
To: The Record

Please list CTS decision code TH

x Refused to accept {Note: this is considered the first review cycle, See Screening Checklist
http:/feroom.fda.gov/eRoomReq/Fites/CDRH3/CDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist%207%
202%2007 .doc)

x Hold (Additional Information or Telephone Hold).

x Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

x NO NSE for lack of predicate

X NI NSE for new intended use

x NQ NSE for new technology that raises new questions of safety and effectiveness
x NP NSE for lack of performance data

x NM NSE requires PMA

x NS NSE no response

x NH NSE for another reason

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

' 510(k) Summary 1510(k) Statement

Indications for Use Page ' Attach IFU

Attach Summary

! Must be present fora Final Decrsron “

"Truthful and Accurate Statement

Is the device Class 1II? :
Ifyes, does firm include Class Il Summary? ok Musr be present for a Fmat Decrsron

Does f m reference standards"

(If yes, please attach form from http://www.fda. gow‘opacom/morechmceslfdaforms!FDA-
3654.pdf)

I this a combination product? |
(Please specify category , see

http://ergom.fda. gow’eRoomReglF|IesICDRH3ICDRHPremarketNot|t' ication510kProgram/0_413b/CO
MBINATION%20PRODUCT%ZOALGORITHM%ZO(REVISED%ZOS 12—03) DOC

'|s this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
_ Reprocessed Single-Use Medical Devices, http:.//www.fda. govicdrh/ode/quidance/1216.html )i -

st thls devrce mtended for pedtatnc use o y?

mts th|s a prescnp i de\nce? (If both- prescnphon C check both boxes )

Did the apphcatlon include a completed FORM FDA 3674, Certification W|th Reqmrements of
“ClinicalTrials.gov Data Bank?

Is clinical data necessary to support the review of this 510(k)?

For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was
conducted in the United States, and FORM FDA 3674 was not mcluded or incomplete, then
applucant must be contacted to obtaln completed form )

Does thls dewce mclude an Anlmal Tlssue Source"

All Pedlatnc Patlente aoe<-21

Rev. /1211 questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 78
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NeonateINewborn (Blrth to 28 days)

“Infant (2 (29 days <2 years. old)
Child (2 years -< 12 years old)

-Adolescent (12 years -< 18 years old)

ATranSItlonaI Adolescént A (18 <21 years old) Specnal conmderahons are belng gsveﬁ to thls
group, different from aduits age 2 21 (different device design or testing, different protocol
procedures, efc.)

- "Transmonal Adolescent B (18 -<= 21; No spemal considerations compéréd to adults => 21 years

old)
Na
Is

Guidance, http:/iwww.fda.gov/cdrh/comp/guidance/169 htmi}

ubject to the Tracking Reguiation? (Medical Device Tracking | ContactoC. =

Regulation Number Class* Product Code

(*If unclassified, see 510(k} Staff)
Additional Product Codes:

Review:___ ‘2{“@" [C)S d /l!

(Branbh Chis}) (Branch Code) (Date)
Final Review:
(Division Director) {Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

29
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510(k) “SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared 1o
Marketed Device *

O e

Dcscriplivc'lnformalion Does New Deviv_;c Have Seme. NO Do the Differences Alter the Intended Mot Subsiantially
about New or Markeled Indication Statement? —®  Therapeutic/Diagnostic/etc. Efect YES  Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impacton |

l YES Safety and Effectiveness)?**

New Device Has Same tntended NO
Use and May be “Substantially Equivalent” >
New Device Has O

@ B @ New [ntended Use

Does New Device Have Same

- Technological Characteristies, NO Could the New .
e.g. Design, Materials, etc? ———® Characteristics Do the New Characteristics
YES g Affect Safety or — Raise New Types of Safety YES »O
@ : l Effectiveness? or Effectiveness Questions? {
i 3
NO Are the Descriptive NO ]
Characteristics Precise Enough NO
to Ensure Equivalence? ¢+——-—— - @
NO
Are Performance Data - Do Accepted Scientific
Available to-Asses Equivalence? YES ‘ Methods Exist for
Assessing Effects of ~ NO
the New Characteristics?
YES ‘ '
- @ |
4 ) ) :
- Performance Are Performance Data Available  NO
Data Required ) . To Assess Effects of New
’ Characteristics? ***
_ _ YES
IO GO
 J .
> Performance Data Demonstrate ’ Performance Data Demonstrate
. Equivalence? ———— ) O < Equivalence? - |

YES - ' YES . NO
NO

- “Substantially Equivalent @
To o Determination To

* 510(k) Submissions compare new devices to maketed devices. FDA requests additional mfonnﬂtlpn if the rc[auonshlp between
marketed and “prcdrcate" (pre-Amendments or reclassified post-Amendments) devices is unclear.

i This decision is nomally based on descriptive information u]one but limited testing infor[naticn is sometimes retjuirecl S
e Data maybe lnthc Slﬁ(k) other 510(k)s, the Cenr.er s c]asmﬁcatlon files, or lhe lgerature. l

Questlons’7 Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301-796-8118 80_
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O PRE-REVIEW FORM: COMPANY/DEVICE HISTORY

Please compiete the pre-review form prior to beginning the review of this 510(k). This form
is designed to be a tool to identify key items that may be important to consider regarding
the regulation of the subject device and if you should even begin the review of the 510(k).

If you answer YES to questions 1, 2 or 3; do NOT begin the review of this 510(k):

1. Are you aware of the submitter being the subject of an integrity investigation?
(Please see HAINTEGRITY LIST\CDRH REVIEWER SCREENING LIST DOC)

2 ' Is the dewce exempt from 510(k) by regulatlon (Please see

hitp:/feroom.fda.govieRoomReqg/FilesCDRH3/CDRHPremarketNotification510kProgra
m/0 4134/510(K}%20EXEMPT%20%20FORM.DQOC or subject to enforcement

discretion {No regulatlon See 510(k) Staff)?

3 Does this device type require a PMA by regulation? LY
(Please see management.) ; :

Questions 4-8 are intended to help you start your review: m

4. s this 510(k) a candidate for “Refuse to Accept™? v

(If so, please use the Traditional/Abbreviated or Special 510(k) Refuse to Accept

Screening Checklist,
http://feroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgra
mIO 5631IScreenmq%200heckhst%207%202%2007 doc)

O "5. i a. D|d the ﬁrm request expedlted rewew‘? (See management )

b. Was expedited review granted? (See Guidance for Industry and FDA Staff:
Expedited Review of Devices for Premarket Submissions,
hitp://www.fda.gov/cdrh/mdufmal/quidance/108.html)

6. To the best of your knowledge, was there a Please list document number
pre-IDE, 513(g) or other pre-submission for this and/or date, here:
type of devrce?

7. To the best of your knowledge, has a 510(k) Please list document number, here: v
previously been submitted for this specific device
(| e., prewously found NSE or withdrawn)?

8. Does this device have md:catlons or technology that are cross-cutting and impact the LoV
" review policy of another branch(es)? (Please contact other branch(es) and see
Guidance for Industry and FDA Staff on Bundling Muitiple Devices or Multiple
Indications in a Single Submission

bttp://mwww.fda. gov/cdrh/mdufma/guidance/1215.html) .

O

Rev. 7/2/07

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 23
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Screening Checklist for Traditional/Abbreviated Premarket
O Notification [510(k)] Submissions

based on
Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 510(k)s
http://www.fda. govIMedlcaIDev|cesIDewceRequIatlonandGu|danceIGU|danceDocuments

fucm084365.htm

Related Information ‘ Present ‘ Inadequate

MDUFMA Cover Sheet  Medical Device User Fee Cover Sheet v

. hitp:/iwww.fda. govlForIndust[y/UserFeeslMedicalDe
f |ceUserFeeandModernlzatlonAcb’ucm155274 htm

RH Premarket Review Submission Voluntary v
over Sheet %

btp://www. fda. gov/downloads/AboutF DA/ReportsMa
ualsForms/Forms/UCM080872.pdf

: pfaé.ndlx A of “Guidance for Industry and FDA Staff v
i Format for Traditional and Abbreviated 510(k)s”
! updated November 17, 2005

ttg:ﬂwww.fda.goleedicalDeviceleeviceRegulation
ndGuidance/GuidanceDocuments/ucm084365.htm ‘

'CDRH Premarket Revie
Submission Cover Sheet

510(k) Cover Letter

‘Indications for Use ; evice Advice “ Content of a 510(k)" Section D v
Statement . hitp:/iwww fda.gov/MedicalDevices/DeviceReqgulation
O andGutdanceIGu1danceDocuments/ucm0802?5 htm
510(k) Summary or Dewce Advice * Content ofa 510(k)” Section E v
510(k) Statement . http:/iwww fda.gov/MedicalDevices/DeviceRegulation

. andGuidance/HowtoMarketYourDevice/PremarketSu
: bmissions/PremarketNotification510k/ucm142651.ht

Truthful and AccuracyDewce Advice * Content of a 510(k)" Section G v
Statement | hitp:/iwww.fda.gov/MedicalDevices/DeviceRequlation

i andGuidance/HowtoMarketYourDevice/PremarketSu
bmissions/PremarketNotification510k/ucm 142707 ht

m
Class |l Summéﬁn{_;ﬁd_ w_—CIass m Summary and Certification Form _q o PV
Certification i http:fiwww.fda.gov/MedicalDevices/DeviceRequlation ; i

. andGuidance/HowtoMarketYourDevice/PremarketSu
bmissions/PremarketNotification510k/ucm 142662 ht

R
“Financial Gertification or . FORM FDA 3454, Certification: Financial Interests v
Disclosure Statement - and Arrangements of Clinical Investigators

 http://www .fda.gov/downloads/AboutFDA/ReportsMa
. nualsForms/Forms/UCM048304.pdf

i FORM FDA 3455, Disclosure: Financial Interests and
i Arrangements of Clinical Investigators |
. http://www.fda.gov/downloads/AboutF DA/ReportsMa
' nualsForms/Forms/UCM048310.pdf

O | Financial Disclosure by Clinical Investigators

| http://www.fda.gov/Requlatorylnformation/Guidances
i fucmn126832 htm

Rev. 5/30/07

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 gLf
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N/A

Declarations of
Conformity and Summary |
Reports (Abbreviated

| 510(k)s)

‘Executive Summary

-'-Bévice Dégcription o

Related Information

: Use of Standards in Substantial Equivalence

' Determinations

. http:/iwww.fda.gov/MedicalDevices/DeviceRegulation
i andGuidance/GuidanceDocuments/ucmQ073752 htm |

: FDA Standards program
http:/iwww.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/Standards/default.htm

- Declaration of conformity
www.fda.govicdrhidevadvice/3145.himib#link 9

Required Elements for Declaration of Conformity to
i Recognized Standard

: http:/fwww.fda.gov/MedicalDevices/DeviceRegulation
i andGuidance/HowtoMarketYourDevice/PremarketSu

. bmissions/PremarketNotification510k/ucm142706.ht

:m

'S section 10 in Chapter Il of “Guidance for Industry | v
- and FDA Staff Format for Traditional and
. Abbreviated 510(k)s” updated November 17, 2005

h http://www.fda.gov/MedicalDevices/DeviceRegulation
j andGu|danceIGu|danceDocumentslucm084365 htm |

‘Substantial Equivalence
Discussion

Inadequate

V%""See sect;on 11in Chapter Il of “Gundance for I us't'ry"
. and FDA Staff Format for Traditional and
Abbreviated 510(k)s" updated November 17, 2005

© hitp:/iwww.fda.gov/MedicalDevices/DeviceRegulation
andGmdance/GwdanceDocumentsfucm084365 htm

' Guidance on the CDRH Premarket Notification
' Review Program 6/30/86 (K86-3),

. http://www.fda. gov/MedicalDevices/DeviceRequlation
. andGuidance/GuidanceDocuments/ucm081383.htm

"Proposed Labeling

Sterilization/Shelf Life

Biocompatibility

éoftware _

- Device Advice " Content of a 510(k)” Section H

~ http:/iwww fda.gov/MedicalDevices/DeviceRegulation
a ndGuldanceiOverwewlDewceLabehng/default htm
Updated 510(I<) Stenllty Review Guidance (K90 1)

- http.//www.fda.gov/MedicalDevices/DeviceRegulation

- andGuidance/GuidanceDocuments/ucm072783. htm
For reuse of single use devices, see Guidance for

| Industry and FDA Staff — Medical Device User Fee

- and Modernization Act of 2002 Validation Data in

! Premarket Notification Submissions (510(k)s) for

. Reprocessed Single-Use Medical Devices ;
© http://www.fda gov/MedicalDevices/DeviceRegulation
andGu|dancelGu|danceDocuments/ucm071434 htm

FDA Blue Book Memo G5- 1, Use of Internatlonal
| Standard 1SO-10993,

. http://www.fda.gov/MedicalDevices/DeviceRequlation |
andGuidance/GuidanceDocuments/ucm080735 htm |

Guidance for the Content of Premarket Submissions E
' for Software Contained in Medical Devices
| hitp://www.fda.gov/MedicalDevices/DeviceRegulation |
. andGuidance/GuidanceDocumentsiucm089543 htm |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Related Information ’ Present ‘ LELELTEL:
O Efectromagnetic | CDRH Medical Devnce Electromagnetic Compatlblhty LV
Compatibility/Electrical . Program
*Safety i http://www.fda.gov/Radiation-

EmittingProducts/RadiationSafety/ElectromagneticCo |
mpatibilityEMC/default. htm
See also IEC 60601-1- 2 Medical Electrical

: Equipment -- Part 1: General Requirements for
Safety, Electromagnetic Compatibility --
Reqwrements and Tests (Second Edltlon 2001)

Performance Testlng - See section 18 in Chapter Il of “Gwdance for Industry ;
Bench and FDA Staff Format for Traditional and :
Abbreviated 510(k)s” updated November 17, 2005°

http://www.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucm084365.htm |

Performance Testing~ = See section 19 in Chapter Il of “Guidance for Industry Y
Animal - and FDA Staff Format for Traditional and
' Abbreviated 510(k)s" updated November 17, 2005

' http:/www fda.gov/MedicalDevices/DeviceRegulation |
andGu|danceIGu|danceDocumentsfucm084365 htm

Perfonnanceﬁ"reeting - "See sectlon 20 in Chapter Il of Gmdance for Industry oy
Clinical and FDA Staff Format for Traditional and ;
Abbreviated 510(k)s" updated November 17, 2005

Certification/Disclosure Forms: Financial Interests

O . and Arrangements of Clinical Investigators
http://www.fda.gov/downloads/AboutF DA/ReportsMa

nualsForms/Forms/UCM048304. pdf

http:/fwww fda.qov/downloads/AboutF DA/ReportsMa
nualsForms/Forms/UCMO048310.pdf ;

'FORM FDA 3654, Standards Data Report Form - Form 3654 /
Standards Data Report | ;
for 510(k)s - ) : 1; No standard used -

http:/Avww. fda.gov/down! No Standards Form Required

oads/AboutFDA/Reports
ManualsForms/Forms/UC ' 2. Declaration of Conformity —

M0E1667.paf | Yes Standards Form Required

3: Standard but no declaration —
{ Yes Standards Form Required

Kit Certification | Device Advice -

- hitp://www.fda.gov/MedicalDevices/DeviceRegulation
. andGuidance/GuidanceDocuments/ucm080213.htm |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 86
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g {( DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
‘hug

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)]} Review
Traditional/Abbreviated

K112909 .
Date: December 2, 2011
To. The Record Office: ODE
From: Denise Hampton, Ph.D. ‘ Division: DONED

510(k) Holder; Bausch & Lomb

Device Name: Bausch & Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution
Contact: Ms. Tricia Garrett

Phone: (585) 338-6706

Fax: (585) 338-0702

Email; tricia.m.garrett@bausch.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce the Bausch & Lomb OCD04 3% Hydrogen Peroxide
Cleaning and Disinfecting Solution into interstate commerce. After our review of the original
submission, there are clinical/labeling, chemistry, and sterility concerns. Therefore, a Telephone
Hold (TH) email relaying these concerns will be sent to the sponsor.

. Administrative Requirements

Yes | No | NiA
Indications for Use page {Indicate if: Prescnptlon or OTC) v
Truthfulma;a;«_ccuracy Statement - N A
510(k) Summary pr 510(k) Statement o v
-éza_r{c_iards Form o v T

lll. Device Description

Yes | No | N/A

Is the de\nce Ilfe suppomng or I|fe sustalnmg'? 7 o v
Isthe device an implan (mplanted longer than 30d@ys)? | 4

Does the dewce deS|gn use software‘? v
BT stenle'? ‘/

Is the device reusablevaéﬁ;bgé;;;;d_s_l_ri;'ﬂe_ugé)? - : P

Are “cleaning” instructions included for the end user?

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 87
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BAUSCH+LON

Traditional 510(k): Premarket Notification

Response for additional information dated 12/6/11

Bausch + Lomb OCDO04 3% Hydrogen
Peroxide Cleaning and Disinfecting Solution

February 3, 2012

Sponsor: Bausch & Lomb
1400 North Goodman Street
Rochester, New York 14609
(585) 338-6000
Facility Registration #: 1313525
www.bausch.com

Submitted by: Tricia Garrett
Senior Specialist, Global Regulatory Affairs
Phone (585) 338-6706
Fax (585) 338-0702
Email: tricia.m.garrett@bausch.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

Date of Submission
February 3, 2012

FDA Submission Document Number (Tfknown)
K112909

User Fee Payment ID Number
MD6057622-956733

SECTION A TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[] original Submission [] Regular (180 day) [[] original PDP [] original Submission: [[] Pre-510(K) Meeting
[} Premarket Report [} special [] Notice of Completion [X] Traditional (C] Pre-IDE Meeting
[C] Modular Submission [] Panel Track (PMA Only) | [_] Amendment to PDP (] special (] Pre-PMA Meeting
[[] Amendment [[] 30-day Supplement Abbreviated (Complete | [_] Pre-PDP Meeting
) (] section 1, Page 5) )
[J Report [[] 30-day Notice » : [[] pay 100 Meeting
[[] Report Amendment [[] 135-day Supplement X Adfjmo"al Information [[] Agreement Meeting
[] Licensing Agreement [[] Real-time Review (] Third Party [[] petermination Meeting
Amendment to PMA & Other (specify):
D HDE Supplement D (sp
[[] other
IDE Humanltarian Device Class |l Exemption Petltlon | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Deslgnation
(De Novo)
[] original Submission [[] original Submission [] Original Submission (] Original Submission [ 513(9)
[] Amendment [[] Amendment [} Additional Information [] Additional Information (] other N
D Supplement [:] Supplement (describe submission):
[[] Report
[:] Report Amendment
Have you used or cited Standards in your submission? [Jyes [XnNo (If Yes, please complete Section I, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
Bausch & Lomb Incorporated 1313525
Division Name (if applicable) Phone Number (including area code)
NA (585) 338-6706
Street Address FAX Number (including area code)
1400 North Goodman Street (585) 338-0702
City State / Province ZIP/Postal Code Country
Rochester New York 14609 USA

Contact Name

Tricia Garrett

Contact Title Contact E-mail Address
Senior Specialist, Global Regulatory A ffairs Tricia M. Garrett@Bausch com

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name

Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country

Contact Name

Contact Title Contact E-mail Address

FORM FDA 3514 (12/10) Page 1 of 5 Pages

PSC Publishing Services (301} 4436740 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1

[[] New Device

[J withdrawal

[[] Additional or Expanded Indications

[[] rRequest for Extension

[T] Post-approval Study Protocol

[[] Request for Applicant Hold

D Request for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

REASON FOR APPLICATION - PMA, PDP, OR HDE

[[] change in design, component, or
specification:
[] software /Hardware
[] color Additive
[ Material
[] specifications
[] other (specify below)

[[] Location change:
(] Manufacturer
[:] Sterilizer
[[] Packager

[] Report Submission:
["] Annual or Periodic

D Process change:
[]Manufacturing  [_] Packaging
[] sterilization
(] other (specify below)

D Response to FDA correspondence:

|:] Labeling change:
[ Indications
[ instructions
[:] Performance Characteristics
[C] sheff Life
[] Trade Name
[[] other (specify beiow)

[] Post-approval Study
[[] Adverse Reaction
[[] pevice Defect

[] Amendment

[[] change in Ownership
[:] Change in Correspondent
[] change of Applicant Address

D Other Reason (specify):

SECTION D2

(] New Device

[] New Indication

[C] Addition of Institution

E] Expansion / Extension of Study
[[] 1RB Cerification

[] Termination of Study

(] Withdrawal of Application

D Unanticipated Adverse Effect
[] Notification of Emergency Use
[[] compassionate Use Request
[] Treatment IDE

[] continued Access

REASON FOR APPLICATION - IDE

[] change in:
[] Correspondent/ Applicant
[[] pesign/Device
[] Informed Consent
[[] Manufacturer
[C] Manufacturing Process
[] Protocol - Feasibility
[ Protocol - Other

[C] sponsor

[C] Response to FDA Letter Concerning:
[C] Conditional Approval
[[] beemed Approved
[] Deficient Final Report
[[] Deficient Progress Report
[[] peficient Investigator Report
[[] pisapproval
D Request Extension of
Time to Respond to FDA

[] Request Meeting

[[] Report submission:
[[] current Investigator
[ Annual Progress Report
[] site Waiver Report

[ Final

[[] Request Hearing

[:] Other Reason (specify):

SECTION D3

[[] New Device

[[] Additional or Expanded Indications

REASON FOR SUBMISSION - 510(k)

[[] change in Technology

Other Reason (specify):

Response for additional information

FORM FDA 3514 (12/10)

Page 2 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concemning,
safety and effectiveness information
1| LPN 2| MRC 3 4
D 510 (k) summary attached
5 6 7 8 (] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K022687 AOSEPT Clear Care Cleaning and Disinfecting Ciba
1 1| Solution 1
K023455 AOSEPT Clear Care Cleaning and Disinfecting Ciba
2 2| Solution 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Soft (hydrophilic) contact lens care products
Rigid Gas Permeable contact lens care products

Trade or Proprietary or Model Name for This Device Model Number
1{ TBD 1
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3 4 5 6
7 8 9 10 1" 12

Data Included in Submission
& Laboratory Testing [:] Animal Trials D Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

SECTION G

Product Code C.F.R. Section (if applicable) Device Class
LPN, MRC 21 CFR 886 5918 & 21 CFR 886.5928 [:] Class | X] Class Il
Classification Panel
[Jcassi ] unclassified
Ophthalmic Devices
Indications (from labeling)

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is indicated for the daily cleaning, removal of protein deposits, disinfection, and
storage of soft (hydrophilic) contact lenses (including silicone hydrogel) and rigid gas permeable contact lenses, as recommended by your eye care practitioner

FORM FDA 3514 (12/10) Page 3 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- — FDA Document Number (if known)

Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SIIRMISSION

Facility Establishment Identifier (FEI) Numb -
G Lol DL T T (] Manufacturer [ ] contract Sterilizer

[] original
U Delete D Contract Manufacturer D Repackager / Relabeler

[[] Add

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

treet Address FAX Number (including area code)

State / Province ZIP Code Country

Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (12/10) Add Continuation Page| Page4 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard” statement.

Standards No. Standards Standards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
QOrganization
6
Standards No. Standards Standards Title Version Date
Organization
7

Please include any additlonal standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required o respond to, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 (12/10) Page 5 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BAUSCH+LOMB

RESPONSE TO INQUIRIES

February 3, 2012

Re: K112909

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution

Should you have any questions or require further information regarding this response
please do not hesitate to contact me. | can be reached at 585-338-6706 or
Tricia.M.Garrett@bausch.com. As an alternative, please feel free to contact Jennifer

Murray at 585-338-8460 or Jennifer.B.Murray@Bausch.com to ensure we work
expeditiously throughout this review period. Thank you.

Iheeta soh Lt

Tricia Garrett

Senior Specialist, Global Regulatory Affairs
(585) 338-6706

(585) 338-0702
Tricia.M.Garrett@Bausch.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Lysozyme and Lipid Deposition on Silicone
Hydrogel Contact Lens Materias

S75
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Labelling / Packaging English Master

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2014-2889; Released 5/6/14

Labelling / Packaging English Master

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Labelling / Packaging English Master

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Labelling / Packaging English Master

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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o SERIE

“

; C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Scrvice
%
e Food and Drug Adminisieation
10903 New Ilampshite Avenue
Document Control Room -WO066-G609
Silver Spring, MDD 20993-0002
Bausch & Lomb, Inc.
¢/0 Ms, Heather Michaels JAN 2 4 2012
Specialist Global Regulatory Affairs
1400 North Goodman Street
Rochester, NY 14609
Re: K111877

Trade/Device Name: Bausch & Lomb EZS05 Disinfecting Solution
Regulation Number: 21 CFR 886.5928

Regulation Name: Soft (hydrophilic) contact lens care products
Regulatory Class: Class II

Product Code: LPN

Dated: January 17,2012

Received: January 18,2012

Dear Ms. Michaels:

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 requite 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 IT (Special Controls) or class IIl (PMA), it
may be subject to 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Ms. Heather Michaels

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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda gov/MedicalDevices/Safety/ReportaProblem/default htm for the CDRH’s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Intemational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor'Y ow/Industry/default. htm.

Sincerely yours,

vina B, Eydelman, M.D,
Director
Division of Ophthalmic, Neurological,
and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known): K\ W\

Device Name: BAUSCH + LOMB EZS05 Disinfecting Solution

Indications for Use:

BAUSCH + LOMB EZS05 Disinfecting Solution is indicated for disinfecting,

protein removal, and storage of soft (hydrophilic) contact lenses, as
recommended by your eye care practitioner.

Prescription Use AND/OR Qver-The-Counter-Use X
(Part 21 CFR 801 Subpart D) (Part 21 CFR 807 Subpart C)

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

Concurrence of CORH, Office of Device Evaluation (ODE)

-

(gis&ngign-()ﬂ) =

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

510(k) Number A W\D -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-2889; Released 5/6/14

See OMB Statement on Reverse, Form Approved: OMB No. 0910-0616, Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

rm A Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

SPONSOR/APPLICANT / SUBMITTER INFORMATION
1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION
WHICH THIS CERTIFICATION ACCOMPANIES

Tricia Garret
ricta bare September 30, 2011
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)
Bausch & Lomb Incorporated 585-338-6706
1400 North Goodman Street (Tel)

Rochester, New York 14609 (Fax) 385-338-0702

PRODUCT INFORMATION
5. FOR DRUGS/BIOLOGICS: include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blocd/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)
Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting
Solution

APPLICATION / SUBMISSION INFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[Jino [ nDA [Javoa  [JeLa [ pma [] HDE Klstow [ PoP [] other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (/If number previously assigned)
K112909

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CERTIFICATION STATEMENT / INFORMATION
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

[J A | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

[] B 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

K] C. | cerlify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"
UNDER 42 U.S.C. § 282(j)(1)(A)(i), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s): NCT01318577

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of Information. | understand that the
failure to submit the certification required by 42 U.S.C. § 282(j}(5)(B), section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission
of a false certification under such section are prohibited acts under 21 U.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act.
Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001.

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE (Sign) o
- Tricia Garrett
Q : (Name) e
\AW/ % AN LA 4 (Title) Senior ?f:acxahst, Glolfﬁilfi?g“ulatow Affalrs ..........
13. ADDRESS (Number, Street, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. 11 and 12) (Include Area Code) CERTIFICATION
Bausch & Lomb Incorporated ol 585-338-6706 /
1400 North Goodman Street (L T R 2 8’ //
Rochester, New York 14609 (Fax) 53380702
Form FDA 3674 (11/11) (FRONT) PSC Publshing Seviors Qony st 40 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bausch & Lomb, Inc.
Traditional 510(k) Premarket Notification SECTION 14
Bausch + Lomb OCDO04 Cleaning and
Disinfecting Solution STERILIZATION AND SHELF LIFE

Section 14.1: Sterility Testing Procedure '

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ocular Detection Threshold
For Hydrogen Peroxide:
Drops vs. Lenses



































































_B&L CONTROLLED DOCUMENT _Records processedsungiezFQIA Request 2014-2889; Releasad Sffakd423/sep/2011

LABORATORY REPORT BAUSCH

_ o

. Effect of Multiple Uses of the Bausch + Lomb Global Peroxide Neutralizin
Lens Case on the Osmolaltiy and pH of Neutralized
Peroxide Cleaning and Disinfecting Solution.

To:

FrRom: Kimberly Millard

REFERENCE: B+L

CONTRIBUTORS:
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Memo

Date:
Author:
Reference:

Objective
The purpose of this study is to evaluate the osmolality of un-neutralized One-Step 3%

Hydrogen Peroxide Cleaning and Disinfecting Solutio at initial time
of manufacture and over the shelf-life of the product.

Page 1 of 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The effect of lens wear on refractive index of conventional hydrogel
and silicone-hydrogel contact lenses: A comparative study

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118





































Records processed under FOIA Request 2014-2889; Released 5/6/14

BAUSCH+=LOMB

Date: Thursday, January 19, 2012
From: [N
Project: Oxidative Chemical Disinfectant — (OCD)

Subject: Contact angle analysis of contact lenses exposed to_' and

Clear Care

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET il

FDA Submission Document Number (7 known)
K 112909 /S001

Date of Submission
April 25,2012

SECTION A TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[] original Submission [C] Regutar (180 day) [[] original PDP ] original Submission: (] Pre-510(K) Meeting
[[] Premarket Report [] special [] Notice of Completion [X] Traditional [[] Pre-IDE Meeting
[C] Modular Submission [C] Panel Track (PMA Only) () Amendment to POP [] special [] Pre-PMA Meeting
[[J Amendment [[] 30-day Supplement 0 Abbreviated (C%mplete [[] Pre-PDP Meeting
[ Report [] 30-day Notice section |, Page S) (] Day 100 Meeting
[] Report Amendment [[] 135-day Supplement X Mf"""""' Information [] Agreement Meeting
[] Licensing Agreement [[] Real-time Review [ hird Party [[] betermination Meeting
Amendment to PMA & Other (specify):
D HDE Supplement D (epociy)
[] other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Designation
{De Novo)
[[] original Submission [[] original Submission [[] original Submission [T] Original Submission [J513(9)
[[] Amendment [[] Amendment [] Additional Information (] Additional Information [[] other .
[] Supplement [] Supplement (describe submission):
[] Report
[[] Report Amendment
Have you used or cited Standards in your submission? [Jyes [X]INo (if Yes, please complete Section I, Page 5)

SECTION B SUBMITTER, APPLICANT OR SPONSOR

Company / Institution Name stablishment Registration Number
Bausch & Lomb Incorporated 1313525
Division Name (if applicable) Phone Number (including area code)
NA 585-338-6706
Street Address FAX Number (inciuding area code)
14000 North Goodman Street 585-338-0702
City State / Province ZIP/Postal Code Country
Rochester New York 14609 USA
Contact Name
Tricia Garrett
Contact Title Contact E-mail Address
Senior Specialist, Global Regulatory Affairs Tricia. M.Garrett@Bausch.com

SECTION C APPLICATION CORRESPONDENT (e.qg., consultant, if different from above)
Company / Institution Name

Division Name (if applicable) Phone Number (inciuding area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name
Contact Title Contact E-mail Address
FORM FDA 3514 (12/10) Page 1 of 6 Pages

rscpublidR@geick @430 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1

[] New Device

[ withdrawal

[] Additional or Expanded Indications

[[] Request for Extension

[[] Post-approval Study Protocol

[[J Request for Applicant Hold

D Request for Removal of Applicant Hold

[[] Request to Remove or Add Manufacturing Site

D Change in design, component, or
specification:
[[] software/Hardware
[[] color Additive
[[] Material
[[] specifications
[[] other (specify below)

REASON FOR APPLICATION - PMA, PDP, OR HDE

[] Location change:
[[] Manufacturer
[[] sterilizer
[[] Packager

D Process change:
[[] Manufacturing  [_] Packaging
[] sterilization
[] other (specify below)

[_] Response to FDA correspondence:

D Labeling change:
[] Indications
[] Instructions
[] Performance Characteristics
[] sheif Life
[] Trade Name
[] other (specify below)

[[] Report Submission:
[[] Annual or Periodic
[] Post-approval Study
[[] Adverse Reaction
(] Device Defect
[] Amendment

[[] change in Ownership
[[] change in Correspondent
[:I Change of Applicant Address

D Other Reason (specify):

SECTION D2

[] New Device

REASON FOR APPLICATION -

[:] Change in:

IDE

[[] Response to FDA Letter Conceming:

[C] New Indication [[] correspondent/Applicant [] Conditional Approval
[] Addition of Institution [[] Design/Device [[] beemed Approved
[ Expansion / Extension of Study [[] informed Consent [] Deficient Final Report
[C] IR8 Certification [] Manufacturer [] peficient Progress Report
[C] Termination of Study [[] Manufacturing Process [[] peficient investigator Report
[J withdrawal of Application [[] Protocol - Feasibility [] oisapproval
[[] unanticipated Adverse Effect [ protocot - Other [[] Request Extension of
[] Notification of Emergency Use [ sponsor Time to Respond to FDA
[] compassionate Use Request [[] Request Meeting
[] Treatment IDE [] Report submission: [[] Request Hearing
[[] continued Access [] current Investigator
[[] Annual Progress Report
[[] site Waiver Report
[ Final
[] other Reason (specify):

SECTION D3

[] New Device

[[] Additiona! or Expanded Indications

REASON FOR SUBMISSION - 510(k)

[[] change in Technology

[X] other Reason (specify):
Response for additional information

FORM FDA 3514 (12/10)

Page 2 of 6 Pages

Page 2 of 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS
Product codes of devices to which substantial equivalence is claimed Summary of, or statement concemning,
T safety and effectiveness information
1| LPN 2 | MRC 3 4
[:] 510 (k) summary attached
5 5| 7 8 [[] 510 () statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K022687
1 1 1
— — —t = —
K023455
2 2 2
3 3 3
4 4 4
5 5 5
[ e = -
6 6 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or classification name
Trade or Proprietary or Model Name for This Device Model Number
' 4| TBD 1
2 I 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3 [4 5 6
7 8 9 10 i 11 12
|
Data Included in Submission
& Laboratory Testing [:] Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
LPN, MRC 21 CFR 886.5918 & 21 CFR 886.5928 [ Class! & Class |l
Classification Panel
Class Il Unclassified
Ophthalmic Devices O O
Indications (from abeling)
Bausch + Lomb OCDO04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution is indicated for the daily cleaning, removal of protein deposits, disinfection, and
storage of soft (hydrophilic) contact lenses (including silicone hydrogel) and rigid gas permeable contact lenses, as recommended by your eye care practitioner

FORM FDA 3514 (12/10)

Page 3 of 6 Pages
Page 3 of 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA Document Number (if known)
Note: Submission of the information entered in Section H does not affect the

need to submit device establishment registration.

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Note: Submission of this information does not affect the need to submit a 2891 or
2891a Device Establishment Registration form.

FDA Document Number (if known) ‘l

SECTION H (Continued)

[ ] Original [[] Manufacturer [[] contract Sterilizer
[JAdd [[] elete [] Contract Manufacturer  [_] Repackager / Relabeler
Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City State / Province [ZIP Code [Country

Contact Title Contact E-mail Address

Contact Name

Facility Establishment Identifier (FEI) Numbe
[[] original acility Establishment Identifier (FEI) Number (] Manutacturer [[] contract Sterilizer
[[JAadd  []Delete (] Contract Manufacturer  [_] Repackager / Relabeler
Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area cods)
City State / Province ZIP Code Country
Contact Name Contact Title Contact E-mail Address

Add Continuation Page| Page 5 of 6 Pages
Page 5 of 13

FORM FDA 3514 (12/10)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION | UTILIZATION OF STANDARDS
Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard” statement.
Standards No. Standards ndards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, Room 400
Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 (12/10) Page 6 of 6 Pages
Page 6 of 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BAUSCH+LOMB

RESPONSE TO INQUIRIES

April 25, 2012

Re: K112909 / S001

Bausch + Lomb OCD04 3% Hydrogen Peroxide Cleaning and Disinfecting Solution

Should you have any questions or require further information regarding this response
please do not hesitate to contact me. | can be reached at 585-338-6706 or
Tricia.M.Garrett@bausch.com. As an alternative, please feel free to contact Jennifer

Murray at 585-338-8460 or Jennifer.B.Murray@Bausch.com to ensure we work
expeditiously throughout this review period. Thank you.

Tricia Garrett

Senior Specialist, Global Regulatory Affairs
(585) 338-6706

(585) 338-0702
Tricia.M.Garrett@Bausch.com

Page 7 of 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The following Attachments are included in this submission:

Attachment
Number

Supporting Query
Number

1

Description

Clinical:

Sterility:

Page g of 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bausch + Lomb Response for Question 2

P - _Pagegof13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LABORATORY REPORT BAUSCH
& 1.OMB

TITLE: Total Protein Analysis of Clinically Worn Lenses — A Safety and
Efficacy Study of a New Contact Lens Cleaning and Disinfecting Solution-

SUMMARY

Page 10 of 13
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