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Sponsor/Submitter:

Contact Person:

Date of Preparation:

Device Trade Name/
Model Number;

Common Name;

Device Classification:

Regulation Number:

Classification Name:
Product Code:

Predicate Devices:

Device Description:

6 2011

K100577

510(k) SUMMARY

Acclarent, Inc.
1525-B (3’Brien Drive
Menlo Park, California 94025

Keri Yen

Regulatory Affairs Manager
Phone: (650) 687-5874

Fax: (650) 687-4449

January 5, 2011

Acclarent Cyclops Multi-Angle Endoscope
CYEOQ0!

Endoscope

Class 11

21 CFR 874.4760

Nasopharyngoscope (Flexible or Rigid)
EOB

OPTIM In¢. ENTity Nasoview Nasopharyngoscope (K080622)
Pollux Endoscopy Inc. Sinuscope (K002214)

Optus Sinuscope (K944656)

Karl Storz Hopkins Rigid Autoclavable Telescope (K935279)
Stryker Endoscopy Arthroscope (K093677)

The Acclarent Cyclops Muiti-Angle Endoscope is a 4mm rigid
endoscope that has the capability of varying direction of view from
10° to 100°, which is altered by the direction of view dial. The
direction of view is indicated by visible markings on the scope body.
Cyclops provides a 60° field of view and a depth of focus from 5
mm to 40mm. The device shaft can also rotate 320° to allow for
visualization of structures without rotating the device; this is
controlled by the shaft rotation dial. Small rare-earth permanent
magnets are incorporated into the proximal scope control body (<10
gauss at 2cm) and drive the change in the direction of view. A

- standard eyepiece located on the proximal end of the device is

compatible with a standard camera coupler. The light post on the
subject device is compatible with an ACMI light source.

There are two stainless stee! adapters that accompany the Acclarent
Cyclops Multi-Angle Endoscope to facilitate connection with Wolf
or Storz/Olympus medical light sources. The adapters connect to the

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

Indications for Use:

K100577

light post. The Acclarent Cyclops Multi-Angle Endoscope is a
reusable device and must be cleaned and sterilized according to the .
user manual prior to every use.

The Acclarent Cyclops Multi-Angle Endoscope is intended to
provide an endoscopic means to view the nasal cavity and
nasopharynx in an operating room environment.

Technological
Characteristics:

Attribute Predicate Device Predicate Device | Predicate Device Subject Device
(OPTIM Inc ENTity | (Pollux (Optus Sinuscope) | (Acclarent
Nasoview Endoscopy, Inc ' Cyclops Multi-
Nasopharyngoscope) | Sinuscope) Angle Endoscope)

510(k) K080622 K002214 K944656 K100577

number

Rigidity Flexible and Steerable | Rigid Rigid Same, Rigid

Viewing Lens Lens Lens Same, Lens

Optics

Depth of 5-50mm Smm-45mm Unknown Same, 5-45 mm

View ' '

Field of View | 70° 95° 71°to 83° 60°

Direction of 0°to 135° 0°, 30°, 45°, 70° 0°, 30°, 70° 10° to 100°

View B

Shaft Body 3.6mm 2.7mm or 4mm 2.7mm or 4mm Same, 4mm

Diameter

Working 11.8 inches (30cm) 9.06 inches 6.89 inches Same, 6.8% inches

Length (230mm) (175mm)

[Mlumination Glass Fibers Glass Fibers Glass Fibers Same, Glass Fibers

Fibers

Light Source | Integrated LED Medical light Medical light Same, Medical

source source light source

Performance Data:

Performance testing of the Acclarent Cyclops Multi-Angle

Endoscope consisted of bench testing and a cadaver study. Bench
testing met all acceptance criteria for attributes such as distal shaft
diameter, working length, field of view, fixed focus, direction of
view, rotation of view, illumination, scope resolution, dial actuation
forces, temperature testing, field strength testing of magnets,
electrical safety, EMC testing, durability testing, environmental
conditioning, compression testing, random vibration testing, and
shock (free fall drop) testing. Clinical data was not necessary for the
subject device. The performance data demonstrates that the
Acclarent Cyclops Multi-Angle Endoscope performs as intended.

FOI - Page 2wektki2i£6@ Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Acclaren t“)

Validated Reprocessing
Methods:

Summary of Substantial
Equivalence:

K100577

¢ Full manual cleaning with extended enzymatic soak plus
general instrument automated washer
* Pre-vacuum steam sterilization (wrapped)

The Acclarent Cyclops Multi-Angle Endoscope is substantially
equivalent to the predicate devices as confirmed through relevant
performance tests and attributes.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: ' Food and Drug Administration
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Document Control Room W-066-0609
Silver Spring, MD 20993-0002

JAN 6 201

Acclarent, [nc.

c/o Ms. Keri Yen
Regulatory Affairs Manager
1525-B O’Brien Dr.

Menlo Park, CA 94025

Re: K100577
Trade/Device Name: Acclarent Cyclops Multiangle Endoscope
Regulation Number: 21 CFR 874.4680
Regulation Name: Nasopharyngoscope, Flexible or Rigid
Regulatory Class: 1l
Product Code: EOB
Dated: 12/23/2010
Received: 12/27/2010

Dear Ms. Yen:

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 {II (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
FOI - Page 4 of 1276



Records processed under FOIA Request 2011-7650; Released 1/25/12

Page 2 - Ms. Keri Yen

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.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
£o to http://www.fda. gov/AboutFDA/CentersOttices/CDRH/CDRHOffices/uem| 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://fwww.fda. gov/Medical Devices/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, International 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/ResourcesforY ou/Industrv/default. htm.

Sincerely yours,

/Q@% W

Malvina 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
FOIl - Page 5 of 1276 .
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Acclarent')

INDICATIONS FOR USE STATEMENT

510(k) Number (if known): K100577

Trade Name: Acclarent Cyclops Multi-Angle Endoscope
Common Name: Endoscope
Indications For Use: The Acclarent Cyclops Multi-Angle Endoscope is intended to

provide an endoscopic means to view the nasal cavity and
nasopharynx in an operating room environment.

Prescription Use X AND/OR Over-The-Counter Use
(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)

B et

 (Division Sign-Off)
Prescrio X Division of Ophthalmic, Neurological and Ear,
] ciczl’ip 2;;23‘;.109) : Nose and Throat Devices

. o loo s
510¢k) Number k 77

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOI - Page 6 of 1276
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:TJ‘ -‘é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

} Food and Drug Administration
10903 New Hampshire Avenue
Dacument Control Room W-066-0609
Silver Spring, MD 20993-0002

JAN 6 200

Acclarent, Inc.

c/o Ms. Keri Yen
Regulatory Affairs Manager
1525-B O’Brien Dr.

Menlo Park, CA 94025

Re: K100577
Trade/Device Name: Acclarent Cyclops Multiangle Endoscope
Regulation Number: 21 CFR 874.4680
Regulation Name: Nasopharyngoscope, Flexible or Rigid
Regulatory Class: 11
Product Code: EOB
Dated: 12/23/2010
Received: 12/27/2010

Dear Ms. Yen:

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 I1I (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
FOI - Page 7 of 1276
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Page 2 - Ms. Kert Yen

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
CER 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/f CDRH/CDRHOfices/ucm1 15809 him 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

hitp://www.fda.gov/Medical Devices/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, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.gov/Medical Devices/ResourcesforYou/ Industry/default.him,

Sincerely yours,

79 %

Malvina B. Eydelma
Director
Division of Ophthalmlc, 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
FOI - Page 8 of 1276
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Acclarent') ‘

INDICATIONS FOR USE STATEMENT

1

510(k) Number (if known): K100577

Trade Name: Acclarent Cyclops Muiti-Angle Endoscope
Common Name: Endoscope
Indications For Use: The Acclarent Cyclops Multi-Angle Endoscope is intended to

provide an endoscopic means to view the nasal cavity and
nasopharynx in an operating room environment.

Prescription Use ___ X AND/OR Over-The-Counter Use
(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)

(Division Sign-Off)

Prescription U X Division of Ophthalmic, Neurological and Ear,
se . .
(Per 21 CFR 801.1 09) _ Nose and Throat Devices |
| | Kloos5Fz

510(k) Number

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOI - Page 9 of 1276
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S..Food and Drug Administration

‘nh Center for Devices and Radiological Health

Document Mail Center ;, WO6G6-GS09
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

December 15, 2010

510k Number: K100577

ACCLARENT, INC. Product: ACCLARENT CYCLOPS MULTI-ANGLE

1525-B O'BRIEN DR,
MENLO PARK, CALIFORNIA 94025
UNITED STATES

ATTN: KERI YEN

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 ‘

http://www.fda. gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/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(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. 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/Medical Devices/DeviceRegulationandGuidance/Overview/Medical Device ProvisionsofFDAModer
nizationAct/ucm136685.htm.

If 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 entitied, "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,

375

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

FOI - Page 10 of 1276
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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 altowing 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

Z6

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

Q ?2C
FOI - Page 11 of 1276
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‘a\:% U.S. Food and Drug Administration
My Center for Devices and Radiological Health

Document Mail Center ; WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

December 03, 2010

ACCLARENT, INC. 510k Number: K100577

1525-B O'BRIEN DR.

MENLO PARK, CALIFORNIA 94025
UNITED STATES

ATTN: KERI YEN

Product: ACCLARENT CYCLOPS

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-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/MedicalDevicesteviceRegulationandGuidance/GuidaﬁceDocuments/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 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
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 7/@

FOI - Page 12 of 1276
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U.S. Food and Drug Administration
Center for Devices and Radiological Health

£/
Document Mail Center ;, WO66-G609

10903 New Hampshire Avenue
‘ August 24, 2010
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: DEPARTMENT OF HEALTH & HUMAN SERVICES

Silver Spring, MD 20993-0002

510k Number: K100577

ACCLARENT, INC.
1525-B O'BRIEN DR. Product: ACCLARENT CYCLOPS MULTI-ANGLE

MENLO PARK, CALIFORNIA 94025
UNITED STATES Extended Until: 01/24/2011

ATTN: KERI YEN

Based on your recent request, an extension of time has been granted for you to submit the additional information we

requested.

If the additional information (Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). 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.

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

j ' 74
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOI - Page 13 of 1276 e J
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ACC,a ren t": Acclarent, Inc.

1525-B Q'Brien Drive
Menlo Park, CA 94025

Main 450.687.5888

Fax 650.687.5889
www.acclarent.com

August 23, 2010

Ms. Susan Rudy
Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center-—WQ66-G609 %

10903 New Hampshire Avenue OO

Silver Spring, MD 20993-0002 Ry % 439

Ca & -

(b)(4)

Sincerely,

Keri Yen

Regulatory Affairs Manager

20

71z

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79 -8’1/1/8
FOI - Page 14 of 1276
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/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

%
”’*’h Center for Devices and Radiological Health
Document Mail Center ; W066-G60%

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

July 28, 2010

510k Number: K100577

ACCLARENT, INC. Product: ACCLARENT CYCLOPS MULTI-ANGLE

1525-B O'BRIEN DR.
MENLO PARK, CALIFORNIA 94025
UNITED STATES
ATTN: KERI YEN

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

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(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. 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/Medical DeviceProvisionsofF DAModer
nizationAct/ucm136685.htin.

If 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 decument 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/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/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 5
FOI - Page 15 of 1276
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Please remember that the Sapfe Medical Devices Act of S% states that you may not p1ace 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
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

glluestion ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7/y
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U.S. Foed and Drug Administration

¢/
‘"":h - Center for Devices and Radiological Health
Document Mail Center ; WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

July 01, 2010

ACCLARENT, INC., 510k Number: K100577

1525-B O'BRIEN DR.

MENLO PARK, CALIFORNIA 94025
UNITED STATES

ATTN: KERI YEN

Product: ACCLARENT CYCLOPS

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-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/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 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
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

‘ fz/
uestjons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOI - Page 17°01 4376 . e J






RS ' Records processed under FOIA Request 2011-7650; Released 1/25/12

(s

EA
o ot VEALTY &

& 7,
./: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
' U.S. Food and Drug Administration
rvasa ) Center for Devices and Radiological Health
. Document Mail Center — W066-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

May 11, 2010

510k Number: K160577

ACCLARENT, INC.
Product;: ACCLARENT CYCLOPS MULTI-ANGLE

1525-B O'BRIEN DR.

MENLO PARK, CALIFORNIA 94025
UNITED STATES Extended Until: 08/18/2010
ATTN: KERI YEN

Based on your recent request, an extension of time has been granted for you to submit the additional information we
requested.

If the additional information (Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). 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.

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

§23
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOI - Page 19 of 1276
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ACC’a ren t": Acclarent, Inc.

1525-B Q'Brien Drive
' Menlo Park, CA 94025
Main 650.687.5888

Fax 650.687.5889
www.acclarent.com

May 10, 2010

Ms. Susan Rudy }2)4 C

Food and Drug Administration D}ejf
Center for Devices and Radiological Health " OA{C
Document Mail Center—WQ66-G609 R 4y 7

10903 New Hampshire Avenue Sy, Zﬁlg
Silver Spring, MD 20993-0002 ¢q

(b)(4)

Sincerely,

Keri Yen

Regulatory Affairs Manager

‘ Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /
FOI - Page 20 of 1276 P
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April 21, 2010

L]
e,

: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

.8, Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center - WO66-G60%
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

< of HEALTY
*

510k Number: K100577

ACCLARENT, INC.
Product: ACCLARENT CYCLOPS MULTI-ANGLE

1525-B O'BRIEN DR.
MENLOQO PARK, CALIFORNIA 94025
UNITED STATES

ATTN: : KER! YEN

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
¢-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm(89402 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(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. 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/ucm 136685.htm.

If 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/Medical Devices/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.

£25

© Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOI - Page 21 of 1276 e J
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Please remember that the Safe Medical Devices Act of ?990 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
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staft at
(301)796-5640.

Sincerely yours,

Wg«gg\m S IOV TSP,
Consumer Shfety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Czluestion J)Zb

s? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

March:02, 2010

ACC[iARENT, INC. 510k Number: K100577

1525-B O'BRIEN DR. Received: 3/1/2010

MENLO PARK, CALIFORNIA 94025 Product: ACCLARENT CYCLOPS MULTI-ANGLE
UNITED STATES

ATTN: KERI YEN

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
-2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicaiTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biclogical

' ?
estions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 9;/
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
s/PremarketNotification510k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled,f“lnteractive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at :
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "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).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our-web site at

http://www.fda. aov/MedlcalDev1ces/Dev1ceReguIat|0nandGu|dance/HowtoMarketYourDewce/PremarketSubmlssso
ns/ucm 1:34508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremérketNotiﬁcationS 10k/ucm070201 .htm .

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

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/defauit.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

i | 74
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Y (00577
Acclarént) Acclarent, In.

Main
Fax B
www.acclarent.com

U.S. Food and Drug Administration

Center for Devices and Radiological Health MAR - 3 2010
Document Mail Center (WO66-G609)
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

February 26, 2010

Received

RE: Traditional 510(k): Acclarent Cyclops Multi-Angle Endoscope
Dear Sir/Madam,

Acclarent, Inc. hereby submits two copies of a Traditional 510(k) application for the Acclarent
Cyclops Multi-Angle Endoscope (Cyclops).

Endoscopy is a minimally invasive procedure that allows for visualization of the body cavity interior.
For otolaryngologists, an endoscope is commonly used to view the nasal cavity or nasopharynx while
performing surgeries such as endoscopic sinus surgery. Endoscopes are generally available with a
rigid or flexible shaft and can be connected to a camera head. Different angled endoscopes are
available to the surgeons for visualization of different structures within the body cavity; common
angles include 0°, 30°, and 70°.

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide the physician with an
endoscopic means to view a body cavity for nasal cavity or nasopharynx procedures. Cyclops is a
rigid endoscope designed with a standard eyepiece that is compatible with a standard camera coupler.
By rotating a dial, Cyclops allows the surgeon to view angles between 10° and 100° without requiring
multiple endoscopes. Additionally, the subject device allows the surgeon to rotate the shaft 320°
while visualizing the body cavity. Cyclops minimizes the need for multiple endoscopes when
performing endoscopic surgery in the nose. A protection tube is also provided to protect the device
during steam sterilization.

Acclarent has identified three Class Il predicate devices for the subject device:

1. ENTity NasoView LED Nasopharyngoscope (K080622) manufactured by OPTIM
Incorporated (Class II device, Product Code: EOB, Regulation Number 874.4760)

2. Sinuscope (K002214) manufactured by Pollux Endoscopy, Inc. (Class II device, Product
Code: EOB, Regulation Number 874.4760)

3. Optus SinuScope (K944656) manufactured by Sopro-Comeg (Class 11 device, Product Code:
EOB, Regulation Number 874.4760)

The indications for use, performance, and fundamental scientific technology of the Acclarent Cyclops
Multi-Angle Endoscope are substantially equivalent to the predicate devices. Additionally, Cyclops
does not raise any new issues of safety or effectiveness. Therefore, the subject device can be
similarly classified as Class II, Product Code EOB, and regulation number 874.4760.

As required under the Medical Device User Fee and Modernization Act of 2002 (MDUFMA),
Acclarent, Inc has submitted the user fees associated with this Premarket Notification. A copy of the

FOI - Page 25 of 1276
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Medical Device User Fee Coversheet (Payment Identification Number: MD6048120-956733) is
included in this submission.

Acclarent, Inc. is also providing an electronic copy of this submission, which is an exact duplicate,
per the guidance set forth by FDA.

Acclarent, Inc. regards the contents of this submission to be proprietary commercial information
entitled to the full confidentiality safeguards of 21 CFR Parts 20.45, 20.61 and 807.95(b).

If you have any questions regarding this submission, please do not hesitate to contact me by phone-
(650) 687-5874, fax (650) 687-4449 or by email at kyen@acclarent.com. Alternatively, you may also
contact Mary Bellack at (650) 687-5858 or by email at mary.bellack@acclarent.com.

Sincerely,
Ve

Keri Yen
Regulatory Affairs Manager

Enclosures (2 copies)

FOI - Page 26 of 1276
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null Page 1 of 1

Form Approved: OMB No. 0910-51 1 Expiration Date: January 31, 2010. See Instructions for OMB Statement.

EgggR;\rrgng SESS :EI\AMLJE%ET%# AN SERVICES PAYMENT IDENTIFICATION NUMBER: (b)(4)
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check.

| A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/iwww.fda.gov/oc/mdufma/coversheet. html )

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME

address, city state, country, and post office code) Keri Yen

2.1 E-MAIL ADDRESS

ACCLARENT INC kyen@acclarent.com

1525-B O'Brien Drive

Menlo Park CA 94025 2.2 TELEPHONE NUMBER (include Area code)
us 650-687-5874
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

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://www.fda.gov/oc/mdufma

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CORH

[1513(g) Request for Information [1CBER

[ ] Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supplement Types:

[ 1 Product Development Protocol (PDP) [ 1 Efficacy (BLA)

[ 1 Premarket Report (PMR) [ ]1Panel Track (PMA, PMR, PDP)
[ 1 Annual Fee for Periodic Reporting (APR) [ 1Real-Time (PMA, PMR, PDP)
[130-Day Notice [ 1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[1YES, I meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

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 TO 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.)

[ 1 NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://www.fda.gov/cdrh/mdufma for additional information)

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

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population
[ 1 The application is submitted by a state or federal

government entity for a device that is not to be distributed
commercially

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

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 application is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES [X]NO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
(b)(4) 25-Feb-2010

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

FOI - Pa

hitpa IR LURIHAE Baniac ERA FRR I ORIRIR A SRR RIS A THS @R RS aRY 263k 796- 1852010



Records processed under FOIA Request 2011-7650; Released 1/25/12

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 9010-0120
Expiration Date: August 31, 2010.
See OMB Statement on page 5.

Date of Submission
02/26/2010

SECTION A
PMA

[ ] original Submission

I:] Premarket Report

[ ] Modular Submission

D Amendment

D Report

[___l Report Amendment

D Licensing Agreement

PMA & HDE Supplement
[___] Regular (180 day)

D Special

]:] Panel Track (PMA Only)
D 30-day Supplement

D 30-day Notice

D 135-day Supplement
D Real-time Review

D Amendment to PMA &
HDE Supplement

[ other

User Fee Payment iD Number
MD6048120-956733

TYPE OF SUBMISSION
PDP 510(k)
[} original PDP [/ Original Submission:
[ Notice of Completion [¥/] Traditional
[] Amendment to PDP [ ] Special

Abbreviated (Complete
D section [, Page 5)

[ Additional information
(] Third Party

FDA Submission Document Number (if known)

D Pre-510{K) Meeting
D Pre-IDE Meeting

D Pre-PMA Meeting

D Pre-PDP Meeting

D Day 100 Meeting

I:] Agreement Meeting
[_] Determination Meeting
[T other (specify):

Meeting

IDE Humanitarian Device

Exemption (HDE)

D Original Submission D Original Submission

I:] Amendment D Amendment
[:] Supplement [:] Supplement
E] Report

D Report Amendment

Evaluation of Automatic
Class Il Designation
(De Novo)

D Original Submission
[ ] Additional information

Class Il Exemption Petition

[] Original Submission
[:] Additional Information

Other Submission

[1513(g)
D Other

(describe submission):

Have you used or cited Standards in your submission?

Company / Institution Name

Acclarent, Inc.

Vives []No

(If Yes, please complete Section I, Page 5)

SECTION B SUBMITTER, APPLICANT OR SPONSOR

Establishment Registration Number (if known)
3005172759

Division Name (if applicable)

Phone Number (including area code)

( 650 ) 687-5874

Regulatory Affairs Manager
SECTIONC

Company / Institution Name

Same as Section B

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Street Address FAX Number (including area code)

1525-B O'Brien Drive ( 650 ) 687-4449

City State / Province ZIP/Postal Code Country
Menlo Park CA 94025 USA
Contact Name

Keri Yen

Contact Title Contact E-mail Address

kyen@acclarent.com

Division Name (if applicable)

Phone Number (including area code)

Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country

Contact Name

Contact Title

Contact E-mail Address

FORM FDA 3514 (9/07)

PAGE 1 OF 5 PAGES

PSC Graphices: (301)443-1090  EF
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[] withdrawat

]:] Additional or Expanded Indications

[] Request for Extension

D Post-approval Study Protocol

D Request for Applicant Hold

D Request for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

[:] Process change:
D Manufacturing
[] sterilization
E] Packaging
D Other (specify below)

SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

D Change in design, component, or
specification:
D Software /Hardware
[] Color Additive
[:] Material
[] Specifications
[:] Other (specify below)

[] Location change:
[:I Manufacturer
D Sterilizer
D Packager

D Report Submission:
[] Annuat or Periodic

[] Response to FDA correspondence:

D Labeling change:
D Indications
[:I Instructions
D Performance
[] Shelf Life
D Trade Name
D Other (specify below)

D Post-approval Study
D Adverse Reaction
[j Device Defect

D Amendment

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

]___:] Other Reason (specify):

[:] New Device

L___I New Indication

[ ] Addition of Institution

D Expansion / Extension of Study
D IRB Cettification

D Termination of Study

[:I Withdrawal of Application

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

[[] continued Access

SECTION D2 REASON FOR APPLICATION - IDE

D Change in:
I:I Correspondent/ Applicant
[:] Design /Device
D Informed Consent
D Manufacturer
[:I Manufacturing Process
[ ] Protocol - Feasibility
D Protocol - Other

D Sponsor

D Repose to FDA Letter Concerning:
]:I Conditional Approval
D Deemed Approved
[ ] Deficient Final Report
D Deficient Progress Report
[:] Deficient Investigator Report
[:] Disapproval

D Request Extension of
Time to Respond to FDA

D Report submission:
D Current Investigator
]:I Annual Progress Report
D Site Waiver Report

[7] Final

D Request Meeting
D Request Hearing

[:| Other Reason (specify):

SECTION D3

[/] New Device

[] Additional or Expanded Indications

REASON FOR SUBMISSION - 510(k)

[:] Change in Technology

[:] Other Reason (specify):
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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 concerning,

SECTION G

Product Code
EOB

safety and effectiveness information
1/ EOB 2 3 4
/1510 (k) summary attached
5 6 7 8 [7]510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K080622 ENTity NasoView LED OPTIM Incorporated
! 1 Nasopharyngoscope 1
) K944656 5 Sinuscope and Accessories » Sopro-Comeg
3 K002214 3 Sinuscope 3 Pollux Endoscopy inc.
4 4 4
5 5 5
6 6 6
Common or usual name or classification
Endoscope
Trade or Proprietary or Model Name for This Device
1 | Acclarent Cyclops Multi-Angle Endoscope
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardiess of outcome)
1 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission
] Laboratory Testing [_] Animal Trials [_] Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

C.F.R. Section (if applicable)
21 CFR 874.4760

Classification Panel

Nasopharyngoscope (Flexible or Rigid), Ear Nose & Throat

Device Class

I:I Class |

[] Class It

IZ] Class Il

D Unclassified

Indications (from labeling)

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide an endoscopic means to view the nasal cavity and nasopharynx.

FORM FDA 3514 (9/07)
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FDA Document Number (if known)
Note: Submission of this information does not affect the need to submita 2891
or 2891a Device Establishment Registration form.
SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
. Facility Establishment Identifer (FEI) Number »
E] Original m Manufacturer D Contract Sterilizer
D Add D Delete | 3005172759 [:[ Contract Manufacturer [:] Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Acclarent, Inc. 3005172759
Division Name (if applicable) Phone Number (including area code)
( 650 )687-5874
Street Address FAX Number (including area code)
1525-B O'Brien Drive ( 650 ) 687-4449
City State / Province ZIP/Postal Code Country
Menlo Park CA 94025 USA
Contact Name Contact Title Contact E-mail Address
Keri Yen Regulatory Affairs Manager kyen@acclarent.com
Facility Establishment identifer (FEI) Number
[Z] Original ¥ (FED [:] Manufacturer I_—_I Contract Sterilizer
D Add [j Delete (b)(4) Contract Manufacturer [:] Repackager / Relabeler
Company / Institution Name Miﬂstm[ent Registration Number
(b)) | (b))
Division Name (if applicable) Phone Number (including area code)
‘(b)(4)
(%t;c(ezt)Address FAX Number (including area code)
‘ (b)(4)
City State / Province Lgmiaqaauzogg I Country
I I
Contact Name [ Contact Title | Contact E-mail Address
(b)(4) (b)(4) | (b)(4)
Facility Establishment Identifer (FEI) Number
D Original d (FED D Manufacturer D Contract Sterilizer
E] Add [:] Delete [] Contract Manufacturer D 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/Postal Code Country
Contact Name Contact Title Contact E-mail Address
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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.
(b)(4)
1
2
3
4
5
6
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:
Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
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
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(Continued from page 5 of FDA form 3514)

Standards | Standards Standards Title Version | Date
No. Ors.
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Acclarent”‘>

February 26, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (W066-G609)
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

RE: Traditional 510(k): Acclarent Cyclops Multi-Angle Endoscope
Dear Sir/Madam,

Acclarent, Inc. hereby submits two copies of a Traditional 510(k) application for the Acclarent
Cyclops Multi-Angle Endoscope (Cyclops).

Endoscopy is a minimally invasive procedure that allows for visualization of the body cavity interior.
For otolaryngologists, an endoscope is commonly used to view the nasal cavity or nasopharynx while
performing surgeries such as endoscopic sinus surgery. Endoscopes are generally available with a
rigid or flexible shaft and can be connected to a camera head. Different angled endoscopes are
available to the surgeons for visualization of different structures within the body cavity; common
angles include 0°, 30°, and 70°.

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide the physician with an
endoscopic means to view a body cavity for nasal cavity or nasopharynx procedures. Cyclops is a
rigid endoscope designed with a standard eyepiece that is compatible with a standard camera coupler.
By rotating a dial, Cyclops allows the surgeon to view angles between 10° and 100° without requiring
multiple endoscopes. Additionally, the subject device allows the surgeon to rotate the shaft 320°
while visualizing the body cavity. Cyclops minimizes the need for multiple endoscopes when
performing endoscopic surgery in the nose. A protection tube is also provided to protect the device
during steam sterilization.

Acclarent has identified three Class II predicate devices for the subject device:

1. ENTity NasoView LED Nasopharyngoscope (K080622) manufactured by OPTIM
Incorporated (Class II device, Product Code: EOB, Regulation Number 874.4760)

2. Sinuscope (K002214) manufactured by Pollux Endoscopy, Inc. (Class II device, Product
Code: EOB, Regulation Number 874.4760)

3. Optus SinuScope (K944656) manufactured by Sopro-Comeg (Class 11 device, Product Code:
EOB, Regulation Number 874.4760)

The indications for use, performance, and fundamental scientific technology of the Acclarent Cyclops
Multi-Angle Endoscope are substantially equivalent to the predicate devices. Additionally, Cyclops
does not raise any new issues of safety or effectiveness. Therefore, the subject device can be
similarly classified as Class II, Product Code EOB, and regulation number 874.4760.

As required under the Medical Device User Fee and Modemization Act of 2002 (MDUFMA),
Acclarent, Inc has submitted the user fees associated with this Premarket Notification. A copy of the

FOI - Page 3¢Qfil2%% ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medical Device User Fee Coversheet (Payment Identification Number: MD6048120-956733) is
included in this submission.

Acclarent, Inc. is also providing an electronic copy of this submission, which is an exact duplicate,
per the guidance set forth by FDA.

Acclarent, Inc. regards the contents of this submission to be proprietary commercial information
entitled to the full confidentiality safeguards of 21 CFR Parts 20.45, 20.61 and 807.95(b).

If you have any questions regarding this submission, please do not hesitate to contact me by phone-
(650) 687-5874, fax (650) 687-4449 or by email at kyen@acclarent.com. Alternatively, you may also
contact Mary Bellack at (650) 687-5858 or by email at mary.bellack@acclarent.com.

Sincerely,

W Za

Keri Yen
Regulatory Affairs Manager

Enclosures (2 copies)
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Traditional 510(k)
Acclarent Cyclops Multi-Angle

Endoscope

Class II (Product Code : EOB)

Submitted:
February 26, 2010

1 0of 30

FOI - Page 3 Qfi12%& ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2011-7650; Released 1/25/12

Acclarent)

Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

SUBMISSION SUMMARY

Acclarent, Inc. hereby submits two copies of a Traditional 510(k) application for the Acclarent
Cyclops Multi-Angle Endoscope (Cyclops).

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide the physician with an
endoscopic means to view a body cavity for nasal cavity or nasopharynx procedures. Cyclops is
arigid endoscope designed with a standard eyepiece that is compatible with a standard camera
coupler. By rotating a dial, Cyclops allows the surgeon to view angles between 10° and 100°
without requiring multiple endoscopes. Additionally, the subject device allows the surgeon to
rotate the shaft 320° while visualizing the body cavity. Cyclops minimizes the need for multiple
endoscopes when performing endoscopic surgery in the nose. A protection tube is also provided
to protect the device during steam sterilization.

Acclarent has identified three Class II predicate devices for the subject device:

1. ENTity NasoView LED Nasopharyngoscope (K080622) manufactured by OPTIM
Incorporated (Class II device, Product Code: EOB, Regulation Number 874.4760)

2. Sinuscope (K002214) manufactured by Pollux Endoscopy, Inc. (Class II device, Product
Code: EOB, Regulation Number 874.4760)

3. Optus SinuScope (K944656) manufactured by Sopro-Comeg (Class II device, Product
Code: EOB, Regulation Number 874.4760)

The indications for use, performance, and fundamental scientific technology of the Acclarent
Cyclops Multi-Angle Endoscope are substantially equivalent to the predicate devices. The
subject device is intended for use in the same anatomy, nasal cavity and nasopharynx, as the
predicate devices. It is a reusable device and its attributes are similar to the predicate devices in
shaft body diameter, illumination method, fixed fi i i
(b)(4) ‘

‘(b)(4) | The Acclarent Cyclops Multi-Angle
Endoscope does not raise any new issues of safety or effectiveness. Therefore, the subject device
can be similarly classified as Class II, Product Code EOB, and regulation number 874.4760.

2 of 30
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Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL
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Acclarént?
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endescope CONFIDENTIAL

SECTION 1: PREMARKET NOTIFICATION TRUTHFUL AND
ACCURATE STATEMENT

[As required by 21 CFR §807.87(j)]

I certify that, in my capacity as Regulatory Affairs Manager at Acclarent, Inc., to the best
of my knowledge, all data and information submitted in the premarket notification are

truthful and accurate and that no material fact has been omitted.

e,

Keri Yen -
Regulatory Affairs Manager

‘hbrdin 20,20\ o

Date

[510(k) Number]
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Acclarent)

Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

SECTION 2: DEVICE DESCRIPTION

A. Acclarent Cyclops Multi-Angle Endoscope

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide a physician with an
endoscopic means to view the nasal cavity or nasopharynx. The following product description

and principles of operation of the Cyclops Mulit-Angle Endoscope call out features illustrated in
Figure 1, identified by the letters A-I.

(b)4)

Cyclops is a reusable device that will be packaged and sold to physicians as a non-sterile device.
The device must be sterilized prior to use via steam sterilization.

Bench testing has been conducted on Cyclops on non-sterile and sterile samples to illustrate
conformance with the device specifications (refer to Section 5).

See Figure 1 for a graphic representation of the subject device.

6 of 30
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Acclarént)

Traditional 510(k)
Acelarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

(b)4)

Figure 1. Graphic Depiction of the Acclarent Cyclops Multi-Angle Endoscope

B. Principles of Operation

The Acclarent Cyclops Multi-Angle Endoscope is a rigid endoscope that allows for the
visualization of the nasal cavity and nasopharynx. Cyclops is designed with a 4 mm diameter
shaft (F) and must be steam sterilized according to the Instructions for Use prior to use. Cyclops
has standard connections and adapters (H,I) on the light post (G) that allow for connection to a
standard medical light source. The physician has the ability to attach a camera head and/or light

cable onto the eyepiece located on the proximal end of the device (A). During use, the physician

J inserts Cyclops into the nasal cavity or nasopharynx where visualization is desired. |(b)(4)

(b)(4)

(b)(4) | The subject device is capable of changing
the direction of view from 10° to 100° using the direction of view dial (C), which minimizes the

need for multiple exchanges of endoscopes during procedures. |(P)(4) |

(b))

7 of 30
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Acclarént)

Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

(b))

Additionally, the Acclarent Cyclops Multi-Angle Endoscope has the ability to alter the rotation of
view by rotating the shaft of the device. The rotation of view is controlled by the shaft rotation
dial (D), which turns the optical assembly (lens, prism, illumination fibers, and shaft) and allows
the direction of view to rotate. There is a visual marker on the shaft rotation dial to denote the
direction the prism is pointed.

Cyclops is provided to the customer as a non-sterile product. The device is re-useable and may
be sterilized repeated times via steam sterilization. A protection tube is provided with the
endoscope to protect the shaft of the device during sterilization; the protection tube attaches to the
sheath locking system (E). Instructions for cleaning and sterilization are detailed in the
Instructions for Use. See Section 7 for additional information regarding cleaning, disinfection and
sterilization.

C. Intended Use

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide an endoscopic means to
view the nasal cavity or nasopharynx.

D. Device Specifications

Device specifications for the Acclarent Cyclops Multi-Angle Endoscope were developed based
on clinical feedback and internal design control requirements. Cyclops is a reusable rigid
endoscope that is capable of providing an endoscopic view of the nasal cavity or nasopharynx at
angles ranging from 10° to 100°. The intended use and fundamental scientific technology of the
subject device is similar to the predicate devices. The Cyclops device specifications are listed in
Table 1.

Table 1.‘(b)(4) ‘s

(b))
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Acclarént)
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

(b)4)

E. Materials Identification

Cyclops utilizes materials that are common in the medical device industry. Table 2 identifies the
materials used in the subject device.

Table 2, (°)(4)

| Subject Device (Cyclops)

Component

(b)(4)

9 of 30
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Acclarént)
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

SECTION 3: SUBSTANTIAL EQUIVALENCY

A. Introduction

(b)4)

B. Predicate Devices

(b))

C. Comparison with Predicate Device

A comparison of the Acclarent Cyclops Multi-Angle Endoscope with the predicate devices is
provided in Table 3. This table demonstrates that the subject device is substantially equivalent to
the predicate devices for its indication for use, performance, and technological characteristics.

10 of 30
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Special 510(k)

CONFIDENTIAL

Acclarent Cyclops Multi-Angle Endoscope

Acclarént)
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Acclarént)

Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

D. Indications for Use

The Acclarent Cyclops Multi-Angle Endoscope is intended to provide an endoscopic means to view the
nasal cavity or nasopharynx. The indications for use statement can be found in Appendix B.

E. Physical Characteristics

(b)4)

F. Performance

Performance testing on Cyclops was conducted under non-sterile and sterile conditions. The results met
device specifications as demonstrated in Section 5.

13 of 30
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Acclarent)
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

G. Materials Identification

\(b)(4)
(b)(4) as demonstrated in Table 5.
H. Summary

The Acclarent Cyclops Multi-Angle Endoscope is substantially equivalent to the predicate devices in
indication for use, performance, and fundamental scientific technology.

14 of 30
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Acclaréent?)
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

SECTION 4: PROPOSED LABELING

In developing the packaging label and instruction for use, Acclarent consulted with “Labeling Reusable
Medical Devices for Reprocessing in Health Care Facilities: FDA Reviewer Guidance”, which was issued
by FDA in April 1996 (UCMO080268).

A. Packaging Label

A representative copy of the draft labeling is provided in Appendix D. At this time, no advertising and
promotional materials for the Acclarent Cyclops Multi-Angle Endoscope have been developed.

B. Imstructions for Use

A copy of the draft Instructions for Use for Cyclops is provided in Appendix D. Disassembly, manual
cleaning, and mechanical cleaning instructions are incorporated into the Instructions for Use.

(b)4)

Additional information regarding cleaning and sterilization of the Acclarent Cyclops Multi-Angle
Endoscope is described in Section 7.

15 of 30
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Acclaréent?
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL
SECTION 5: BENCH TESTING
A. Results

The subject device, Acclarent Cyclops Multi-Angle Endoscope, was evaluated to ensure that it functions
in accordance with the design specifications and indications for use. |(b)(4) \

(b)4)

(b)(4) |

Table 4:/(0)4)

16 of 30
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Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL
(b)(4)
Table 5.(0)(4)
(4)
(b)(4) N
Table 6 (b)(4)
(b)(4)
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(b)(4)
Table 7 (0)4)
(b)(4)
(b)(4)
Table 8(°)(4)
(b)(4)
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Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL
SECTION 6: BIOCOMPATIBILITY
(b)(4)
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Acclarént)

Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

SECTION 7: CLEANING & STERILIZATION INFORMATION

Acclarent considers the Acclarent Cyclops Multi-Angle Endoscope to be a semicritical device according
to the definitions presented in AAMI TIR12:2004 and “Labeling Reusable Medical Devices for
Reprocessing in Health Care Facilities: FDA Reviewer Guidance”, which was issued by FDA in April
1996 (UCMO080268). Under these standards, semicritical devices should be cleaned and sterilized, or be
subjected to high-level disinfection at a minimum, to provide reasonable assurance during reprocessing.

A, Sterilization Method

The Acclarent Cyclops Multi-Angle Endoscope will be provided non-sterile to the customer and must be
sterilized prior to use. The Acclarent Cyclops Multi-Angle Endoscope can be sterilized using steam
sterilization. A protection tube is provided with the subject device, which protects the device during
sterilization.

Information regarding sterilization method and parameters are provided in the Instructions for Use
(Appendix D), and are in accordance with “Labeling Reusable Medical Devices for Reprocessing in
Health Care Facilities: FDA Reviewer Guidance”, which was issued by FDA in April 1996
(UCMO080268).

B. Sterilization Validation

(b)4)
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Labeling Specification Document No.:
, , LBL005098
Acclarent j Product Label, Revision: 1
Cyclops Box End

1. Specifications:

o (P4
[ ]
[ ]
Acclarent
Cyclops™
Multi-Angle Endoscope
CYEOO01 CEAXXXXXX
Print barcode here Print barcode here
Catalog Code Serial Number
Page 1 of 1
Effective Date: 01/27/2010 Acclarent, Inc. Confidential

FOI - Page 72Qfil2%% ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2011-7650; Released 1/25/12

Acclarént)

Labeling Specification Document No.:
LBL005097
Product Label, Revision: 1
Cyclops Box Top

Effective Date: 01/27/2010

Page 1 of 1
Acclarent, Inc. Confidential
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Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

APPENDIX E: PREDICATE DEVICE LABELING
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510(k) Premarket NGRS Page 1 of 1

Quick Links: Skip to main page content Skip to Search Skip to Topics Menu Skip to
Section Content Menu Skip to Common Links

510(k) Premarket Notification

510 | Registration | Adverse | Recalls | PMA | Classification | Standards
k) & Listing Events

CFR Title | Radiation-Emitting | X-Ray | Medsun | CLIA
21 Products Assembler Reports

New Search

Device Classification Name
510(K) Number

Device Name

Applicant

Contact

Regulation Number
Classification Product Code
Date Received

Decision Date

Decision

Classification Advisory
Committee

Review Advisory Committee
Statement/Summary/Purged
Status

Type

Reviewed By Third Party
Expedited Review

Back To Search Results

Nasopharyngoscope (Flexible Or Rigid)
K944656

OPTUS SINUSCOPES AND
ACCESSORIES

OPTUS, INC.
1200 South Parker Rd.
Denver, CO 80231

Peter Duffy

EOB

09/21/1994

01/26/1995

Substantially Equivalent (SE)
Ear Nose & Throat

Ear Nose & Throat
Statement Only

Traditional
No
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Sinuscopy

SOPRO COMEG - 2.7 mm Telescopes
Otoscopy Sinuscope
Laryngoscopy

Features and Benefits:
e Directions of view : 0°, 30° and 70°
e Working length about : 175mm
This arthroscope also exists with Diam. 4.0mm and with
directions of view of 0°, 30°, 45° and 70°.

SOPRO COMEG - Handles

Handles round or flat

Features and Benefits:
e For telescopes 2,7 and 4,0 mm

SOPRO COMEG - Suction-irrigation handle

Suction-irrigation handle

Page 1 of 1

Our full range in
Sinuscopyhas been
conceived and developed to
meet your specific needs and
requirements.

All our products, including
accessories, are available in
our catalogue.

Just feel free to order it by
clicking on the button below.

e Telescopes
¢ Handles
¢ Suction-irrigation handie

Accessories
e Maintenance/cleaning kit
« Baskets for sterilization

BREGERRARREPR:
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

T WAL

Hiarng Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

APR -
OPTIM Incorporated R-2 2008

¢/o Robert Krupa
64 Technology Park Road
Sturbridge, MA 01566-1253

Re: K080622
Trade/Device Name: ENTity NasoView LED Nasopharyngoscope
Regulation Number: 21 CFR 874.4760
Regulation Name: Nasopharyngoscope (flexible or rigid) and accessories
Regulatory Class: Class II
Product Code: EOB
Dated: March 5, 2008
Received: March 5, 2008

Dear Dr. Krupa:

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 net require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Acf); 21 CFR 1000-1050.
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Page 2 — Robert Krupa

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

If you destre specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general information on your responsibilities under the Act from
the Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or {240) 276-3150 or at its Internet address
hitp://www.fda.pov/cdrh/industry/support/index.html,

Sincerely yours,

Tl oe &

Malvina B. Eydelmar, M.D.

Director

Division of Ophthalmic and Ear, Nose
and Throat Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use Statement

510(k) Number (ifknown): 1< 0 {038

Device Name: OPTIM’s ENTity NasoView LED Nasopharyngoscope

Indications for Use:  For oral or nasal introduction for the examination of the upper
airway from the nasal passage to the vocal cords.

Prescription Use __ X AND/OR Over-The-Counter Use
(Per21 CF.R. 801.109) (Per 21 C.F.R. 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

‘ivision Sign-Off) -

Oivision of Ophthalmic Ear,
Nose and Throat Devises

5 10(6) Numper _£0 806 A Vel
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510(k) SUMMARY
OPTIM’s ENTity NasoView LED Nasopharyngoscope APR ~ 2 2008
Submitter’s Name, Address, Telephone Number, Contact Person
and Date Prepared
OPTIM Incorporated

64 Technology Park Road
Sturbridge, MA 01566-1253

Phone: (508) 347-5100
Facsimile: (508) 347-2380

Contact Person: Robert Krupa
Date Prepared: March 5, 2008
Name of Device and Name/Address of Sponsor
ENTity NasoView LED Nasopharyngoscope
OPTIM, Incorporated
64 Technology Park Road
Sturbridge, MA 01566-1253
Common or Usual Name
Nasopharyngoscope
Classification Name and Product Code
Nasopharyngoscope; EOB
Predicate Devices
OL-1 Airway Fiberscope, K864821
Vision-Sciences EF100 nasopharyngoscope, K942265
Vision-Sciences ENT-3000 nasopharyngoscope, K050972
Vision-Sciences ENT-5000 nasopharyngoscope, K072073
Purpose of the Special 510(k) Notice

The ENTity NasoView is a modification of the OL-1 Airway Fiberscope.

VL -1
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KO0806adA

Intended Use / Indications for Use

For oral or nasal introduction for the examination of the upper airway from the
nasal passage to the vocal cords.

Technological Characteristics

The ENTity NasoView is a modification of the OL-1 Airway Fiberscope. The
device has been modified to include a battery-operated LED light source internal
to the device control body. An accessory charger is provided for charging the
battery outside the scope.

Performance Data

In support of this Special 510(k), OPTIM has certified compliance with 21 CFR
§ 820.30, Design Control Requirements, including a risk analysis assessment.
Verification and validation activities have been completed for the device
modifications.

Substantial Equivalence

ENTity NasoView has the same intended use and indications for use, and similar
technological characteristics and principles of operation, as the predicates. The
modifications incorporated in the ENTity NasoView do not raise any new
questions of safety or effectiveness. Validation and verification testing
demonstrates that the ENTity NasoView is as safe and effective as the predicate
devices. Thus, the ENTity NasoView is substantially equivalent to legally
marketed devices.
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ENTity NasoView

Page 1 of 1

OPTIM's revelutionary new ENTity NasoView Flexdible LED Nasopharyngoscope

pffers an unmatched high intensity LED light source that delivers superior

resolution, complete mobility and maximum flaxibility.

ENTity NasoView LED Endoscope

The ENTity unit also offers an excellent image of inside the nasal cavity, and unsurpassed patient
comfort. The ENTity NasoView is. designed for examination and diagnosis of nasal sinuses, nasal
cavity, maxillary sinas, nasopharynx, and vocal cords.

By freeing the physician from the “tug” of Hight guides, exterrial light sources and the need for
AC/DC wall power, ENTity provides unparalleled portability and ease of use. ENTity can also be
toupled to any standard video camera systeriy.or for batter video imaging.

FEATURER & BENEFITH

« Léss'than 110z total weight

« High intensity LED light source (350D Kelvin/natural sunlight quality) for exceptional visihility
s No'bulb replacements and 3-year warranty on lighting

« Efiminates need for separate external ght sources and cablas

» Sjeek, hybrid handle consisting of altiminum and molded plastic. Fully sealed and  compliétely
immersible.

+ Variable light intensity

« Lithium Ton rechargeable battery

= "B style ayepiece that can use standard camera Coupler

» Polyurethane covered insertion shaft

« May be used left or right handed, thumb or finger actuated

SPECIFICATIONS
Flexible Length 30 (11.8%)
Overalt Langth 53cm {20.8")
Shaft Diameter 3.6mim
Articulation Range 135 degrees Up / 135 degress down
Objective Lens Fixed Focus
Depth of Field 5:50mm
Focus Range, “+4 to -8 Diopters
Magnification Power 20%
Fiefd of View 70 degrees

For ENTity NasoView sales, scope pricing, system specifications and-accessories, contact
OPTIM at B00-225-7486 or 508-347-5100 or sales@optimnet.com

Corntagt US Al 800,225 7488 [ intarnational: 180834731007 Fa
1:508.347 2380

20ptim. Incorporated All Rights Reserved Sitamap  Terms 8 Usage info@optimmetcom

tv.php
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5' _'( DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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<, C '
*‘Q Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

NOV 21 2000

Mr. Precious ]. Resch
Pollux Endoscopy, Inc.
2404 Airport Rd., Suite 2
Plant City, FL 33567

Re: K002214
“Trade Name: Sinuscope and Accessories
Regulatory Class: II
Product Code: EOB .
Dated: October 11, 2000

Received: October 17, 2000
Dear Mr. Resch:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for thé indications for use
stated in the enclosure) to 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). You may,
therefore, market the device, subject to the general controls provisions of the "Act. The general
controls provisions of the Act include requirements for annual registration, listing of devices,
good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class I
(Premarket Approval), it may be subject to such additional controls. Existing major regulations
affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to
895. A substantially equivalent determination assumes compliance with the Current Good
Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS »
inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory action. In addition, FDA may

_publish further announcements concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does not affect any obligation you
might have under sections 531 through 542 of the Act for devices under the Electronic Product
Radiation Control provisions, or other Federal laws or regulations.
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Page 2 - Mr. Precious J. Resch

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

If you desire-specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301)

525 .,

594-6413. Additionally, for questions on the promotion and advertising of your device, please
contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR 807.97). Other general information
on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its internet address

"hetp:/ /www.fda.gov/ cdrh/dsma/dsmamain heml".
- Si:%Cfrely ?I’ours, - o

A. Ralph Rosenthal, M.D.
Director
Division of Ophthalmic and Ear,
Nose and Throat Devices
Office of Device Evaluation
. Center for. Devices and
Radiological Health
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Statement of Indications for Use
Applicant: Pollux Endoscopy, Inc.

510(k) Number: K002214 A
Device Name: Sinuscope and Accessofies

Indications fdr Use:

The Blazejewski Medi-Techof Germany, sinuscope is intended to provide the physician
with a means for endoscopic, diagnostic and therapeutic sinus surgical procedures.

- The Sinuscope and accessories are indicated for use to examine and treat the nasal cavity
and nﬁg pharynx by providing illumination and visualization of these regions.
0 -;

The Sinuscope accessorieswili include sheaths to establish portals for visualization and
surgical access and the suction/irrigation handle to remove debris and body fluids from the
surgical site and to provide irrigation of the site with sterile solution of saline water.

. W/ (Division"s{ign-bft) — ——
Prescription Use . Division of Ophthalmic Devices
(Per 21 CFR 80L109) 510(k) Number .
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NOV 21 2000 ;40‘05’»?'7/’%5

Slﬂ(k) Summary

Submitter’s Information: ’ Date: 11/15/00

Name: Pollux Endoscopy, Inc.

Contact: PreciousJ. Resch

Address: 2404 Airport Road, Suite #2
Plant City, FL 33567 !

Tel: - (813) 719-7397 :

Fax: (813) 754-4843

Device Name:

Proprietary Name: Sinuscope
Common Name: Sinuscope
Classification Name: Sinuscope
Lo 6 :
Predicate Device Identification:

Corporation:  Precision Optics Corporation
Predicate device: Sinuscope K983123 -

Substantial Equivalence

Pollux Endoscopy’s Sinuscope is substantially equivalent to cited predicate device. The
device is identical in external materials, construction, and fundamental operational
procedures. B

Intended Use: The sinuscope 1s intended to provide the physician with a means of
- endoscopic, diagnostic and therapeutic sinus surgical procedures.

Description: A rigid endoscope that is composed of medical grade stainless steel
with an overrall;length of 230mm. It has an internal optical system for
conveying an image to the user’s eye. The technological characteristics
of the device is identical to the predicate device K983123.
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Substantial Equivalence Comparison
Predicate Device: Sinu_scppe; K983123

Table 2. Comparison of Materials

Sinuscope (Predicate Device) Sinuscope (Pollux Endo)

Tubing | Stainless Steel Electro-polished | Stainless Steel Electro-polished

Fiber Hoya Schott ' Hoya Schott
bundles :

Body Stainless Steel Electro-polished Stainless Steel Electro-polished

Eyepiece | Delrin : f PEEK.
Light Stainless Steel Electm-piolished Stainless Steel Electro-polished
post i ' :
Table 3. Coinparison of Optical PerformanceA
- Sinuscope (Predicate Device) Sinuscope (Pollux Endo)
Field of 95° 95°
View :
| Directionof | 0° ; 0°/30°/45°/ 70°
Center of i

Field of view

Depth of Smm-40mm Smm-40mm
Field :
Resolution 7.13 line pairs mm ; 7.13 line pairs mm
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Table 4. Comparison of Dimensions

Sinuscope (Predicate Devifce) . Sinuscope (Pollux Endo)
Overall Length
230mm : 230mm
Diameter of Objective Lens
2.78mm ' 1.8mm/2.78mm
Diameter of Eyepiece
31.75mm ; 31.75mm

Maximum Diameter of Shaft

4mm : 2.7mm / 4mm
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Acclarent)
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL

APPENDIX F: STERILIZATION VALIDATION
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Acclaréent)
Traditional 510(k)
Acclarent Cyclops Multi-Angle Endoscope CONFIDENTIAL
APPENDIX G: CLEANING VALIDATION
30 of 30
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>
g . Food and Drug Administration
i ( Office of Device Evaluation &
)

Office of In Vitro Diagnostics
»w,,,“"m

COVER SHEET MEMORANDUM

From: Reviewer Name Susan Rudy, MSN, CRNP, CORLN
Subject: 510(k) Number ‘ K100577
To: The Record

Please list CTS decision code: SE

0O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http:/feroom.fda.govieRoomReq/Fites/CDRH3/CDRHPremarketNotification510kProgram/0_5631/Screening%20Checklist%207%
202%2007.doc )

0 Hold (Additio@formation or Telephone Hold).

Y Final Decision SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): 0
Indications for Use Page Attach IFU Xl
510(k) Summary /510(k) Statement Attach Summary N
Truthful and Accurate Statement. Must be present for a Final Decision N
Is the device Class I11? V’
If yes, does firm include Class IlI Summary? : Must be present for a Final Decision
Does firm reference standards? v
(If yes, please attach form from http:/iwww.fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf) [
Is this a combination product? v
{Please specify category /! lj , see

hitp./feroom.fda.gov/eRoomReq/Fites/CDRH3/CDRHPremarketNotification510kProgram/0 413b/CO
MBINATION%20PRODUCT %20ALGORITHM%20(REVISED%203-12-03).DOC

is this a reprocessed single use device? N}
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, hitp.//www.fda.gov/cdrh/ode/guidance/1216.html)

Is this device intended for pediatric use only? vV
Is this a prescription device? (If both prescription & OTC, check both boxes.) N

Did the application include a completed FORM FDA 3674, Certification with Requirements of §
ClinicalTrials.gov Data Bank?

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

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source? V

All Pediatric Patients age<=21
Neonate/Newborn (Birth to 28 days)
Infant (29 days -< 2 years old)

Child (2 years -< 12 years old) +
Adolescent (12 years -< 18 years old) v
Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this v

group, different from adults age 2 21 (different device design or testing, different protocol
procedures, etc.)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 q
FOI - Page 150 of 1276 .
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Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years V
old)

Nanotechnology

Is this device subject to the Tracking Regulation? {Medical Device Tracking Contact OC.
Guidance, http:/iwww.fda.govicdrh/compiquidance/169.html)

Regulation Number Class* Product Code
21 CFR 874.4880 Il : ECB

(*If unclassified, see 510(k) Staff)

Additional Product Codes: |
LD / /
Review: /éy/’ W #‘——' gf\/ ”_g /é//

(Branch Chief} ¢ (Branch Code) {Date)
 Final Review: g W ; / (1/ /
=~ (Division Director) : (Déte)/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
FOIl - Page 151 of 1276
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

MEMORANDUM

£

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

Premarket Notification [510(k)] Review

Traditional/Abbreviated
K100577 / S003

Date: 1/5/2011
To: The Record
- From: Susa_n Rudy, MSN, CRNP, CORLN

510(k) Holder: Acclarent, Inc.

Office: ODE

Division: DONED / ENTB

Device Name: Acclarent Cyclops Multi-angle Endoscope (Model TBD)

Contact: Keri Yen, Regulatory Affairs Manager
Phone: 650 687 5874

Fax: 680 687 4449

Email: KYen1@ITS.JNJ.com

I. Purpose

The 510(k) holder would like to introduce the Acclarent Cyclops Multi-angle Endoscope —

Model TBD into interstate commerce.

II. Administrative Requirements

Yes | No
Indications for Use page v
Truthful and Accuracy Statement v
510(k) Summary or 510(k) Statement v
Standards Form S001
II1. Device Description
Yes | No
Is the device life-supporting or life sustaining? V
Is the device implanted (short-term or long-term)? vV
Does the device design use software? vV
Is the device sterile? v

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS
FOI - Page 152 of 1276
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Is the device reusable (not reprocessed single use)? W
Are “cleaning” instructions included for the end user?

Summary of Device Description
This is a 4mm diameter rigid unchanneled endoscope with a standard eyepiece and standard
camera coupler. The distal tip is built with a 10 degree angulation. Glass fibers travel through the
device shaft to carry light from the light source to the distal end of the device to provide
illumination.

Legend:
Objectiens
Shaft
Protection Tube Connector
Shaft Controf
Scope Body
Angle Control
Angle indicator Line
Evepiece
9} Angleof View Scale
10} Light Guide Post - ACMI Light Cable Configuration {fixed)
11} Wolf Light Cable Adapter (detachable)
12 Olympus/ Storz Light Cable Adapter (detachable)
Figure 1, Acclarent Cyclops Multi-Angle Endoscope
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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