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Company Name: CANON INC.
Company Address: 30-2 Shimomaruko 3-chome, Ohta-ku

Tokyo 146-850 1, Japan
Contact Person: Naoyasu Asaka
Phone Number: 81-3-3758-2111
Fax Number: 8 1-3-5482-3960

Proposed Device:
Reason For 5 10(k): New Model
Trade Name: Canon Digital Retinal Camera CR-2 Plus
Regulation Number: 21 CFR 886.1120
Regulation Name: Ophthalmic camera
Regulatory Class: 11
Product Code: HKI
FDA 51O0(k)#4: K111612

Predicate Device:
Trade Name: Canon Digital Retinal Camera CR-2
Regulation Number: 21 CFR 886.1120
Regulation Name: Ophthalmic camera
Regulatory Class: 11
Product Code: HKI
FDA 5I1O(k) #: K102013

Trade Name: Canon Digital Retinal Camera CX-I
Regulation Number: 21 CFR 886.1120
Regulation Name: Ophthalmic camera
Regulatory Class: 11
Product Code: HKI
FDA 5 1 0(k) #: K092565

Description of Device:

The Digital Retinal Camera CR-2 Plus is used for taking digital images of a human
retina without a mydriatic. Canon FOS Digital Camera is mounted to the CR-2
Plus. Images can be viewed immediately, making procedures more efficient with
many different applications, such as telemedicine and electronic filing.
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Indications for Use:

The CR-2 Plus is intended to be used for taking digital images of the retina of the
human eye without a mydriatic. The CR-2 Plus has the following photography
modes: color, red free & cobalt digital filter, and fundus autofluorecence (FAF).

Summary of Modifications to the Predicate Devices

The CR-2 Plus is a modification version to CR-2. The imaging principle and intended use
are similar to those of CR-2 and CX-1. The major modifications are listed in the table
below:

Table of Modifications
Item Modifications to CR-2 Similar to CX-l
Operation mode Add fundus autofluorecence photography mode Yes

Light Source Use Xenon Lamp (Max 255 Ws) for photography Yes
(White LED is used in CR-2)

Software I. Add CR-2 Plus as a target device Software has been
2. Activated FAF exposure mode which had beenjust updated from CR-2

implemented with "Rics for CX-l" and CX-lI
3. Add a GUI control of working dot brightness
adjustment
4. Add 1S0 200, 400, 800 into ISO speed choices
5. Add a speed priority (JPEG capture) mode

Substantial Equivalence

The CR-2 plus has the same intended use and similar principles of operation and
technological characteristics as the predicate device. Performance testing on optical
radiation safety and flindus autofluorecence photographing demonstrate the minor
technological differences between the CR-2 Plus and the predicate devices do not raise
any new questions of safety and effectiveness. Therefore, we believe the Digital Retinal
Camera CR-2 Plus is substantially equivalent to Canon's legally marketed Digital Retinal
Camera CR-2 and CX-].
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Re: K 111612
Trade Name: Canon Digital Retinal Camera CR-2 Plus
Regulation Numrbe: 21 CFR 886.1120
Regulation Namne: Ophithal mic camnera
Regulatory Class: It
ProcILIt Code: [-K!
Dated: AuguLst 12, 2011
Received: August 15, 2011

Dear Mr. Kuibo:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined thre device is Substantially equivalent (for the indications
for use stated in tre enclosure) to legally marketed predicate devices marketed in interstatc
commerce prior to M/ay 28, 1976, the enactment date of the M\edical 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 (PMVA).
You mnay, 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: CDRI does not evaluate information related to contract liability
warranties. \Ve remind you, however, that device labeling must be truthful and not misleading.

If'yotrr device is classified (see above) into either class It (Special Controls) or class Ill (PMA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
found in the Code of'Federal Regtrlations, Title 21, Parts 800 to 898. In addition, FDA may
publish ftnrther annotuncements concerning your device in the Federal Register.

Pl[ease be advised that FDA's issuance of a Substantial eqtuivalence determination dtoes not mnean
that FDA has mnade a determination thiat your device complies with other requirements of the Act
or anyv Fedteral stattutes and recuilations administered by other Federal agencies. You must
cornpl' wvith all the Act's requirements, includin. but riot limited to: registration and listingz
(2 1 CFR Part 807);- labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manuitfacturin11g practice requirements as set
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forth inl the qluality, sy'stems (QS) regulation (2 1 CF-R Pair 820); and if applicable, thre electronic
pro0duct radiationl conltrl provisions (Sections 531 -542 of the Act); 2 1 CFR 1000-1050,

If voil desire specific advice for your device Onl o11r labeling regulationl (21 CF-R Part 801), please
,,o to h tt://www. fda.e-ov/Abo Lt FDA/CentersOffrces/CDR-I/CDR H 0 frces/Icrnl 15 809.hitm for
the Center lbr- Devices and Radiological Hlealth's (CDR[Il's) Office of Compliance. Also, please
note the regilation entitled, "i isbranding by reference to premarket notification' (21 CFR Part
807.97). For questions regarding the reporting of adverse events tider the MDR regtnlationl (21
CE-R Part 803)), please go to
itp:)//ww%%w. fdca.r- ov/M\/edical Devices/Safetv/Rep~ortaPr-oblemii/defauliI.hltm lbr the CDR I-'s Office

of'Surveillance and 13 ometries/Division of Postmarket SurIveillanlce.

YOU may obtain other general information Onl y'our responsibilities Lrnder the Act froml the
IDi vision of Small Manu factUrers, [irternrational and Con1sumler Assistance at its toll-free* num1tber
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhtti)://www. fda.uo%,/MediicalDevices/ResourcesforYou/ind(ILsttV/defauLIltlm.

Sincerely yours.,

/KMalvina B. Eydelmnan. N4I.D.
Director
Division of Ophthalmic, Nerloc10-ical and

Ear. Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(K) Number (if known) : I I16 ( 2
Device Name: CR-2 Plus

Indications for Use:

The CR-2 Plus is intended to be used for taking digital images of the retina of the human
eye without a mydriatic. The CR-2 Plus has the following photography modes: color, red
free & cobalt digital filter, and fundus autofluorecence (FAF).

Prescription Use X OR Over-The-Counter Use _____

(Part 21 CFR 801 Subpart 0) (Part 21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation(ODE)
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(Division Sign-Off
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices

510(k) Number__________2


