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ﬁ [ 42 Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Summary of Safety and Effectiveness Data’ '
NOV - 4 2010

The Byrne Medical DEFENDO™ Disposablie Air/Water Valve is intended to be used
to control the air/water function of an endoscope during a Gl endoscopic procedure.

Thé Byrne Medical DEFENDO™ Disposable Air/Water Valve is substantially
equivalent to the Olympus® MH-438 Air/Water Valve. The following table is a
comparison between the two:

Table 14-1: Comparison of features and principles of operation between the
DEFENDO™ Disposable Air/Water Vaive and Predicate Device (Olympus®MH-438
Air/Water Valve, K001241)

Characteristic ‘Byrne Medical Olympus® Same?
Part number 100304 MH-438 N/A
Trade Name 100304: DEFENDO™ Olympus® EVIS EXERA | N/A
Disposable AirWater Valve| Colovideoscopes
510(k) Document | This submission K001241 N/A
Number _
Product Code KOG FDF No
Regulation 876.1500 ' 876.1500 Yes
Number '
Class - ] Il Yes
Review Advisory | Gastroenterology/Urology Gastroenterology/Urology | Yes
Committee
Indications for use | The DEFENDO™ The Olympus® AirWater | Yes
Disposable Air/Water valve is intended to be
Valve is intended to'be used to control the

used to control the air/water function on an

air/water function on an

- T * = = “|endoscopeduringaGl - -Olympus ®endoscope -
endoscopic procedure. during a Gl endoscopic
_ procedure.
Sterile Yes No, user must sterilize No
Single Use Yes No, re-sterilize, re-use No
Compatible Olympus® Yes
Endoscope(s) Olympus® 140/160/180/240/260
140/160/180/240/260 series endoscopes

series endoscopes

Patient Population | Male/Female, Pediatric to Male/Female Pediatricto | Yes
Adult Adult
Reusable or Disposable Reuseable No
disposable

Questions? Contact FDA/CDRH/OCE/DID at CDRH-F%qgtI‘%q'l-J!S@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Summary of Safety and Effectiveness Data
Performance Testing
Comparitive Testing

Water Flow Test

Ten BMI 100304 Air/Water valves and ten Olympus MH-438 Air/Water valves
were compared to each other in a side-by-side comparison of flow rates
through the endoscope, whereby 188 measurements were made over a time
period of 37.4 seconds measuring the rate of flow of water through the scope.
Measurements were taken at 0.2 second intervals for comparison and
statistical analysis yielded the following:

n=188
Correlation Coefficient r = 0.989

Olympus vs BMI
Air Water Valve

e Qv pus

——— By NG

Flowrate mL/min

Questions? Contact FDA/CDRH/OCE/DID at CDRH-F@WL?S@fda.hhs.gov or 301-796-8118
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" Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Additionally, measurements from 0 — 7 seconds were analyzed for
comparison, the 0-7 second period is significant as this is the typical amount of
time the user utilizes for lens cleaning. The following is a graphical depiction

of the results:
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n=236
Correlation coefficient r = 0.96

Olympus vs. Byrne
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Based on the above Comparative Testing results and the Bench Testing results (see
Bench Testing results, Section 20 of this submission)from the comparison between
the Olympus® and the Byrne Medical Air/Water Valves, we have concluded that the
Byrne Medical DEFENDO™Disposable Air/Water Valve is substantially equivalent to
the Olympus® MH-438 Air/Water Valve.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-B2(SIDRTTS@fda.hhs.gov or 301-796-8118



RLALTH
of £y

(]|
® sERVICy ¢,

cs-/{qc Bﬁﬁﬁ?mgﬁ?‘e&#’ﬁgﬂfﬁﬁ %‘e%mﬁﬁ(g@ﬁ%é%eleased by CDRH on 09-13-20169/13

Q—,‘?
Legig

——-We-have-reviewed-your-Section-510(k)-premarket-notification-of-intent-to-market-the.device

Food and Drug Administration
109¢3 New Hampshire Avenue
Document Mail Center - WO66-G609
Silver Spring, MD 20993-0002

Mr. John Willis

Director of Regulatory Affairs
Byrne Medical Inc.

3150 Pollok Dr.

CONROE TX 77303

Noy - 4 200

Re: K102409
Trade/Device Name: DEFENDO™ Disposable Air/Water Valve for GI Endoscopes
Regulation Number: 21 CFR§ 876.1500
Regulation Name: Endoscopes and accessories
Regulatory Class: 11
Product Code: ODC, FDF
Dated: August 23, 2010
Received: August 24, 2010

Dear Mr. Willis:

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 III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 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); medical device reporting (reporting of medical device-related

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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
radjation 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.fd _gov/AboutFDA/CentersOfﬁces/CDRI—I/CDRHOfﬁces/ucm1 15809.htm for

" the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reportlng of adverse events under the MDR regulatlon (21
CFR Part 803), please goto
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Survelllanc_e 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/ResourcesforYou/Industry/default.htm.

Sincerely yours,

erbert P, Lerner, M.D., Director (Acting)
Division of Reproductive, Gastro-Renal
“and Urological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health.

Enclosure

_ Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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NOV -~ 4 2010

Indications for Use
e lo2 ey
510(k) Number (if known)” /< * -
Device Name: DEFENDOT™ Disposable Air/Water Valve for GI Endoscopes

Indications for Use:

The DEFENDO™ Disposable Air/Water Valve is intended to be used to control the
.. air/fwater function on an endoscope during a GI endoscopic procedure.

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
IF NEEDED) .

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisiph Sign-Off) L Page 1 of 1
Division of Reproductive, Gastro-Renal, and

Urological Devices 4( / 0 ;ﬁ?
510(k) Number AN -

Questions? 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 Services

Food and Drug Administration

Memorandum

Date: l()[[[{{((}
From:; DMC (HFZ-401)
" Subi foat lo2do] | K2
Subject: Premarket Notification Number(s): K O ( L
To: Division Director: Cz’kk \ (D \?‘C"LLB

kY

The attached information has been received by the 510(k) DMC on the above referenced 510(k)
submission{s). Since a final decision has been rendered, this record is officially closed.

o

Please review the attached document and return it to the DMC, with one of the statéments checked
below. .

Information does not change the status of the 510(k); no other action required by the
DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS,

Additional information requires a new 510(k); however; the information submitted is
incomplete; (Notify company to submit a new 510(k); [Prepare the K30 Letter on the LAN]

K No response necessary (e.g., hard copy of fax for the truthful and accuracy statement,
510(k) staterment, change of address, phone number, or fax number).

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the
Division of Clinical Laboratory Devices {(HFZ-440

] Information requires a CLEA CATEGORIZATION; the complexity may remain the same
as the original 510(k) or may change as a result of the additional information (Prepare a CAT
letter)

Additional information requires a CLIA CATEGORIZATION; however, the information
submitted is incomplete; (call or fax firm) '

No response necessary

This information should be returned to the DMC within 10 working days from the date of this

Memorandum.
- 7 .
Reviewed by: W Q MM
o Date:_ /72/ /0/.76/0

Tt
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Buyrne Medical, Inc. i Lin: (636539 03
-

Infection Control Matters.™

October 14, 2010

DA CDRH DMC
U.S. Food and Drug Administration
S re At 0CT 19 2010
Center for Devices and Radiological Health
Document Mail Center -W066-G609 Received

10903 New Hampshire Avenue
Siiver Spring, MD 20993-0002 ‘(4 ’?)q .

RE: K102409
Additional Information

Dear Sir/Madam:

In the original submission dated August 23, 2010, there was a mistake in Section 15 Labeling. The
submitted labeling for the device Pouch and Carton had wording “Manufactured For” Byrne Medical it
should have been “Manufactured By” Byrne Medical.

I have included copies of the revised labels.

Manufacturer: Byrne Medical Inc.
Establishment Registration No.: 1651395

If you need any additiona! information or have any questions you may call me at 936-521-4240.

Sincerely, .
John Willis

Director of Regulatory Affairs

jrwillis@byrnemedical.com

MKT-012 Revision C
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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H in Line' (936) 539 - 039
Byrne Medical, Inc. Main L (535535 - 30
-

Infection Control Matters.™

October 14, 2010

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center —-W066-G609

10903 New Hampshire Avenue FDA CDRH DMC
RE:  K102405 Received

Additional Information
Dear Sir/Madam:
In the original submission dated August 23, 2010, there was a mistake in Section 15 Labeling. The
submitted labeling for the-device Pouch and Carton had wording “Manufactured For” Byrne Medical it
should have been “Manufactured By” Byrne Medical.

| have included copies of the revised iabels.

Manufacturer: Byrne Medical Inc.
Establishment Registration No.: 1651395

If you need any additional information or have any questions you may call me at 936-521-4240.

Sincerely, .
\
G J’M/)/
."‘” !
John Willis

Director of Regulatory Affairs

jrwillis@byrnemedical.com

] MKT-012 Revision C
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

SRR
Expiration Date: August 31, 2010.
See OMB Statement on page 5.

Date of Submission
October 14, 2010

-SECTION A

User Fee Payment ID Number

FDA Submission Document Number (if known)
K102409

TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[[] original Submission "] Regular (180 day) [] original PDP [[] Original Submission: [[] Pre-510(K) Meeting
[[] Premarket Report ] spedial [[] Notice of Completion X Traditional [] Pre-IDE Meeting
[[] Modular Submission (] Panel Track (PMA Only) [[] Amendment to PDP (] special [[] Pre-PMA Meeting
[] Amendment (] 30-day Supplement ' Abbreviated (Complete | [_] Pre-PDP Meeting
. D section |, Page 5) .
[[] Report [[] 30-day Notice 8 i [[] pay 100 Meeting
[[] Report Amendment [] 135-day Supplement X Ad.dmonal Information [[] Agreement Meeting
[[] Licensing Agreement [] Realtime Review [ hied Party [] petermination Meeting
] Amendment to PMA & [[] other (specify):
HDE Supplement
[] other
IDE Humanitarian Device Ctass Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
(De Novo)
[] original Submission [] ©riginal Submission [[] ©riginat Submission [] original Submission [[1513(9)
] Amendment [[] Amendment (] Additional Information ] Additional Information [ Other ‘
D Supplement D Supplement (describe submission):
[ Report
[[] Report Amendment

Have you used or cited Standards in your submission?

SECTION B
Company / Institution Name

Byrne Mcdical Inc.

SUBMITTER, APPLI

Kives [ ]No

{If Yes, please complete Section |, Page 5)

ANT OR SPONSOR
Establishment Registration Number (if known)

1651395

Division Name (if applicable)

Phone Number (inciuding area code)

Dircctor of Regulatory Affairs

SECTION C

Company / Institution Name

936-521-4240

.treet Address FAX Number (including area code}

3150 Pollok Dr. 936-539-2381
City State / Province ZIP/Postal Code Country
Conroc Texas 77303 USA
Contact Name

John Willis
Contact Title Contact E-mail Address

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

jrwillis@bymemedical.com

Division Name (/f applicabie)

Phane Number (including area coda)

Street Address

FAX Number (inciuding area code)

City

Stale / Province ZIP Code Country

Contact Name

antact Tille

Contact E-mail Address

FORM FDA 3514 (3/08)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 T8 oeris e s

Page 1 of 5 Pages
EF



SECTION D1

[7] New Device

(] withdrawal

(] Additional or Expanded Indications

[ ] Request for Extension

[ ] Post-approval Study Protocol

[ ] Request for Applicant Hold

[ ] Request for Removal of Applicant Hotd

|:| Request to Remove or Add Manufacturing Site

REASON FOR APPLICATICN .

[:] Change in design, component, or
specification:
[] SoftwareHardware
[_] Color Additive
[ Material
(] Specifications
[] Other (specify befow)

2Ma, PDP OR FHOE

{3 Location change:
(] Manufacturer
(] sterilizer
[] Packager

|:| Process change:
[} Manufacturing [ Packaging
[[] Sterilization

[_] other (spacify below)

[:| Response to FDA correspondence:

D Labeling change:
[] Indications
[] instructions
[ ] Performance Characteristics
[ sheff Life
[] Trade Name
m Other (specify balow)

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

[] Change in Ownership
D Change in Correspondent
(] Change of Applicant Address

|:| QOther Reason (spacify).

[ ] New Device

[ ] New Indication

(] Addition of Institution

[[] Expansion / Extension of Study
[ ]1R8B Certification

(] Termination of Study

[L] withdrawal of Application

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

[] Continued Access

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

[ ] Report submission:
[7] current Investigator
[ ] Annual Progress Report
D Site Waiver Report

C]Final

SECTION D2 REASON FOR APPLICATION - IDE

|:| Response to FDA Letter Conceming:
(] Conditional Approval
[ ] Deemed Approved
[] Deficlent Final Report
|:| Deficient Progress Report
[ ] Deficient Investigator Report
[ ] Disapproval
[] Request Extension of
Time to Respond to FDA
["] Request Meeting
[] Request Hearing

[ ] Other Reasen (specify):

SECTION D3

g New Device

[] Additional or Expanded Indications

REASON FOR SUBMISSION - 510(k)

[_] change in Technology

[ ] Other Reason (specify):

FORM FDA 3514 (3/08)

Page 2 of 5 Pages

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




SECTIONE

ADDITIOMAL IMFORMATION SN 5106(K) SURMISSIONS

Endoscope and Accessories

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerming,
safety and effectiveness information
1| 78 FDF 2 3
E 510 (k) summary attached
5 6 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
1| K001241 1| EVIS EXERA Colonovideoendoscopes 1| Olympus Optical Co., LTD
2 2 2
3 3 3
4 4 4
5 5 5
6 6 5

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Gastroenterology-urology devices

Trade or Proprietary or Model Name for This Device Mode! Number
1 | DEFENDQ Disposable AirWater Valve 11| 100304
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)
1 3 4 5 6
7 9 10 11 12
Data Included in Submission
E Laboratory Testing |:| Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Praduct Code C.F.R. Section (if applicable) Device Class
KOG 21 CFR 876.1500 D Class | Class [
Classification Panel
[ Jctassit [ ] Unclassified

Indications {from labeling}

I

The DEFENDOQ Disposable Air-Water Valve is intended to be usced to control the air/water function on an endoscope during a Gl endoscopic procedure.

FORM FDA 3514 (3/08)

Page 3 of 5 Pages

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




Note: Submission 6%959&&&%%%?90%8%@9&@8 %Q:.gyrﬁi?g #ngc}rf

2891a Device Establishment Registration form.

MANUFACTURING / PACKAGING / ST
Facility Establishment Identifier (FEI} Number

SECTION H
K] original

[(JAdd  []Delete

FRAProprau a4 ¢T38 on 09-13-20169/13

K102409

ERILIZATION SITES RELATING TO A SUBMISSION

<] Manufacturer
[:| Contract Manufacturer

(] Contract Sterilizer
[T} Repackager / Relabeler

~ompany / Institution Name

Bymec Medical Inc.

Establishment Registration Number

1651395

Division Name (if applicable)

Phone Number (including area code)

936-521-4240

Street Address
3150 Pollok Dr.

FAX Number {including area code)
936-539-2381

City
Conroe

ZIP Code
77303

State / Province Country

Texas USA

Contact Name Contact Title

John Willis

Facility Establishment Identifier (FEI} Number

Original
[]Add

E] Delete

.. Facility Establishment Identifier (FEI) Number
[] original

(] Add [} Delete

Director of Regulatory Affairs

Contact E-mail Address

jrwillis@bymemedical.com

[] Manufacturer
[T] Contract Manufacturer

& Contract Sterilizer
D Repackager / Relabeler

] Menufacturer
] Contract Manufacturer

[[] Contract Sterilizer
[] Repackager / Relabeler

Company / Instifution Name

Establishment Registration Number

Division Name (if appiicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province ZIP Code Country

Contact Tille

Contact Name

FORM FDA 3514 (3/08)

Conltacl E-mail Address

Add Continuation Page| Page 4 of 5 Pages
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




UTILIZATION GF STANTARDS

SECTION |

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

Standards No. Standards Standards Title Version Date
Organization
Standard Guide for Accelerated Aging of Sterile Medical Device 04/01/2007
ASTM F 1980 ASTM Packages 2007
Standards No. Standards Standards Title Version Date
Organization
i i i i ices- : i 08/01/2003
1SO 10993-1 150 Buolggncal Evaluation of Medical Devices-Part 1: Evaluatton and 2003
Testing
Standards No. Standards Standards Title Version Date
Organization
1S0 10993-5 . Blologlga{ Evaluation of Medical Devices-Pant 5: Tests for in-vitro 1999 05/01/19%9
Cytotoxicity
Standards No. Standards Standards Title Version Date
Crganization
1SO 10993-10 Blologlca?l-Ev:?luatmn of Medical Devices-Part 10: Tests for leritation | 00, 09/01/200
150 and Sensitization
Standards No. Standards Standards Title Version Date
Organization
Standard Test Method for the Immunological Mcasurement of 11/01/2007
ASTM D 6499 ASTM Antigenic Protein in Natural Rubber and its Products 2007
Standards No. Standards Standards Title Version Date
Organization
1SO 10993-7 150 Bml'o'glcgl Evalu‘anon of Medical Devices-Part 7: Ethylene Oxide 1995 09/01/1995
Sterilization Residuals
Standards No. Standards Standards Title Version Date
Organization

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

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

Department of Health and Human Scrvices

Food and Drug Administration

Office of the Chief Informnation Officer (HFA-710)
5600 Fishers Lane

Rockville, Maryland 20857

An agency may not conduct or sponsor, and a person is not required 1o respond to, a collection of information unless it displavs a currently valid OMB control number.

FORM FDA 3514 (3/08) Page 5 of 5 Pages
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Pouch label

- WDEFENDO"

DISPOSABLE A{R/WATER VALVE FOR GI
f , ENDOSCOPES

Q) s [EF] 100304
EEMSW STYEAR-LOT

INSTRUCTIONS

a5 MM [ YYYY
[steriefeo] Tmamonae: C€ 03

‘ MANUFACTURER

] |
MANUFACTURED BY: 1
BYRNE MEDICAL, INC L
3150 POLLOK DR

CONRDE, TX 77303 QUANTITY: ONE (1)

1-800-490-9869 FEDERAL [USA) LAW RESTRICTS
THI5 DEVICE TO SALE BY OR ON
LD-304-A / REV A THE ORDER OF A PHYSICIAN

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

$DEFENDO"

DISPOSABLE AIR/WATER VALVES FOR Gl
ENDQSCOPES

() s, [RE] 100304 |
E[gwusun STYEAR-LOT

INSTRUCTIONS

FORUSE 8 MM /YYW
ETHVLEHEONIDE. C€oi13

‘ MANUFACTURER ol
100
MANUFACTURED BY: I!!,—
BYRNE MEDICAL, INC
3150 POLLOK DR QUANTITY:
CONROQOE, TX 77303 ONE HUNDRED (100)
1-800-450-9869 FEDERAL (USA} LAW RESTRICTS
THIS DEVICE TO SALE BY ORON
LD-304-B / REV A THE ORDER OF A PHYSICIAN

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3150 Poligk Dr.
Conroe, TX 77303

. Main Line: (936) 539 - 0391
Byrne Medical, Inc. Lo 53055 031
p—y

Infection Control Matters.™

\;Ts"{ September 131 2010

U.S. Food and Drug Administration
Center for Devices and Radiological Health

Document Mail Center “-WO6B6-G609
10903 New Hampshire Avenue - FDA CDRH DMC

Silver Spring, MD 20993-0002 SEP 17 2010,

RE:  K102409 Received
Additional Information

Dear Sir/Madam: /é /
The attached information FDA Form({s) 3654 were inadvertently omitted from the original submission.

Manufacturer: Byrne Medical Inc.
Establishment Registration No.: 1651395

* i you need any additional information or have any questions you may call me at 936-521-4240.

Sincerely,

S

John Willis
Director of Regulatory Affairs

jrwillis@byrnemedical.com

e
MKT-012 Revision
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3150 Pollgk Dr.
Conroe, TX 77303

Byrne Medical, Inc. i Lin: (530508 - 3
-

Infection Control Matters.™

September 13, 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:  K102409
Additional Information

Dear Sir/Madam:
The attached information FDA Form(s) 3654 were inadvertently omitted from the original submission.

Manufacturer: | Byrne Medical Inc.
Establishment Registration No.: 1651395

if you need any additional information or have any questions you may call me at 936-521-4240.

Sincerely,

o

John Willis
Director of Regulatory Affairs

jrwillis@byrnemedical.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81184T-012 Revisio?f?/
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FQOD AND DRUG ADMINISTRATION OMB No. 0910-0120
. Expiralion Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.
Oate of Submission User Fee Payment ID Number FDA Submission Document Number (if known}
September 13, 2010 - K102409
SECTION A TYPE OF SUBMISSION
PMA 1 PMA & HDE Supplement PDP, 510(k) Meeting
[ ] Original Submission ] Regular (180 day) (] Original PDP [[J original Submission: (] Pre-510(K) Meeting
(] Premarket Report (] special (] Notice of Compietion [X] Traditional [[] Pre-IDE Meeting
[[] Modular Submission (] Panel Track (PMA Only) | [_] Amendment to PDP [ special [[] Pre-PMA Meeting
(] Amendment (] 30-day Supplement Abbreviated (Complete |  [_] Pre-PDP Mesting
I:l section |, Page 5)
[[J Report [] 30-day Notice i [} pay 100 Mesting
{J Report Amendment [7] 135-day Supplement K Adfj't'mal Information "] Agreement Meeting
I:] Licensing Agreement D Realime Review D Third Party D Dstermination Meeting
Amendment to PMA & Other {specify):
D HDE Supplement . D
(] other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
{De Novo)
(] original Submission [[] original Submission (] original Submission [] original Submission ] 51309)
(] Amendment [] Amendmant [] Additionat Infermation [] Additional Information (] other .
[] supplement [] supplement {describe submission):
[ Repont
|:] Report Amendment
Have you used or cited Standards in your submission? & Yes E] No (I Yes, please complete Section {, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
Byme Medical Inc, 1651395
Division Name (¥ appiicable) Phone Number (including area cods)
936-521-4240
Street Address FAX Number (including area code)
3150 Pollok Dr. ) 936-539-2381
City State / Province ZIP/Postal Code Country
Conroe ] Texas 77303 USA
Contact Name
John Willis
Contact Title Contact E-mail Address

Director of Regulatory Affairs jrwillis@bymemedical.com

SECTIONC
Campany / Institution Name

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

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

Street Address FAX Number (including area code}

City State / Province ZIP Code Country
Contact Name

Contact Title Contact E-mail Address
FORM FDA 3514 {3/08) Page 1 of 5 Pages

PSC Graphics (3011 44-1090  EF

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



Records
SECTION D1

[ ] New Device

] withdrawal

|:| Additional or Expanded Indications

[:I Requast for Extension

(] Post-approval Study Protocol

(] Request for Applicant Hold

"] Request for Removal of Appticant Hold

|:| Request to Remove or Add Manufacturing Site

processed under FOIA Request # 2016-2207; Released by CDRH on 09-13-20169/13
REASON FOR APPLICATION - PMA, PDP, OR

[] Change in design, companent, or
spacification:
] scftwara/Hardware
[L] Color Additive
[]Material
[ ] Specifications
I™] Other (specify betow)

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

|_____| Process change:
{_] Manufacturing  {] Packaging
[] sterilization
|:| Other (specify befow)

[] Response to FDA correspondence:

|:| Labeling change:
(] indications
[[] tnstructions
[] Performance Characteristics
(] sheff Lifa
[] Trade Name
(] Other {specify below)

[] Report Submission:
[} Annual or Periedic
[ Post-approval Study
[} Adverse Reaction
[ | Device Defect
"] Amendment

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

|:] Other Reason (specify):

|:] New Device

[] New Indication

(] Addition of Institution

[] Expansion / Extension of Study
™3 IRB Certification

[ Termination of Study

(] withdrawal of Application

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

[] Continued Access

SECTION D2 REASON FOR APPLICATION - IDE

] Change in:
(] Correspondent/ Applicant
[] Design/ Device
(] informed Consent
[[] Manufacturer
[:] Manufacturing Process
[[] Protocol - Feasibility
[] Protocel - Other

] sponsor

{"{Report submission:
[] Current Investigator
[] Annual Progress Report
[] site Waiver Report

("] Final

|:| Response to FDA Letter Conceming:
[] Conditional Approval
[] Deemed Approved
[] Deficient Final Report
(] Deficient Pragress Report
[ ] Deficient Investigator Report
(] Disapproval
[ ] Request Extension of
Time to Respond to FDA
[ Request Meeting
[ ] Request Hearing

[:] Other Reason (specify):

SECTION D3

Naw Davice

REASON FOR SUBMISSION - 510(k)

[ ] Additional or Expanded Indications

[} ¢hange in Technology

[} Other Reason (specify):

FORM FDA 3514 (3/08)

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

Page 2 of 5 Pages

ry
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Product codes of devices o which substantial equivalence is claimed Summary of, or statemant concerning,
safety and effectiveness information
1| 78 FDF 2 3 4
K} 510 (k) summary atlached
5 6 ‘ 7 8 1516 (k) statement
information on devices to which substantial equivalence is claimed {if known)
&810(k) Number Trade or Froprietary or Model Name Manufacturer
1| KOO124] 1 | EVIS EXERA Colonovideoendoscopes 1| Olympus Optical Co.,, LTD
2 2 2
3 3 3
4 4 4
5 5 5
6 53 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Commeon or usual name or classification name

Endoscope and Accessories

Trade or Proprietary or Model Name for This Device . Maodel Number

1 | DEFENDO Disposable Air/Water Valve 1| £00304
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)

1 2 3 4 ] 6

7 8 9 10 " 12
Data Included in Submission

E Laboratory Testing . D Animal Trials D Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class

KOG 21 CFR 876.1500 [(Jcasst K Classi
Classification Panel

[]Classit [ ]Unclassified
Gastroenterology-urology devices

Indications (from labeling)

The DEFENDO Disposable Air-Water Valve is intended 1o be used to contro] the air/water function on an endescope during a GI endoscopic pracedure.

FORM FDA 3514 (3/08) Page 3 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 - /\j’
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2891a Device Establishment Registration form.
SECTION H

] criginal
[Jadd [ Delete

Facility Establishment Identifier {(FEI} Number

Note: Submission of this information does not affect the need to submit a 2891 or

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number (if known)

K102409

zl Manufacturer
[[] Contract Manufacturer

D Contracl Sterilizer
[[J Repackager / Relabeler

Company / Institution Name
Byme Medical Inc.

Establishment Registration Number
1651395

Division Name (if applicable)

Phone Number (including area code)

936-521-4240

Facility Establishment |dentifiar (FEI) Number

K] Original
[Jade [ Datete

D Original Facility Establishment Identifier (FEI) Number

[(Jadd  []Delete

Street Address FAX Number (inciuding area cods)
3150 Pollok Dr. 936-539-2381
City State / Province ZIP Code Country
Conroe - Texas 77303 USA
Contact Name Contact Title Contact E-mail Address
John Willis Director of Regulatory Affairs jrwillis@bymemedical.com

] Manufacturer
D Contract Manufacturer

K] Contract Sterilizer
[ Repackager / Relabeler

(] Manufacturer
[[] Contract Manufacterer

D Contract Sterilizar
(] Repackager / Relabeler

Company / (nstitution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (inciuding area cods)

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

FORM FDA 3514 (3/08)

[Add Continuation¥

Page 4 of 5 Pages

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

Note: Complete this section if your application or submission cites standards or includes a

processed under FOIA Request # 2016-2207; Released by CDRH on 09-13-20169/13

UTILIZATION OF STANDARDS

"Declaration of Conformity to a Recognized

Standard” statement.
Standards No. Standards Standards Title Version Date
QOrganization
1 Standard Guide for Accelerated Aging of Sterile Medical Device 04/01/2007
ASTMF {980 ASTM Packages 2007
Standards No. Standards Standards Title Version Date
Organization :
2 IS0 10993-1 150 Biolpgical Evaluation of Medical Devices-Part 1; Evaluation and 2003 08/01/2063
Testing
Standards No. Standards Standards Titte Version Date
Organization
3 ) Biological Evaluation of Medical Devices-Part 5: Tests for in-vitro 05/01/1999
[S0 10993-5 150 Cytotoxicity 1999
Standards No. Standards Standards Title Version Date
QOrganization
4 150 10993-10 Biologics?!'Evalxluation of Medical Devices-Part 10: Tests for Irritation 2002 09/01/2002
[SO and Sensitization
Standards No. Standards Standards Title Version Date
Organization
5 Standard Test Method for the Immunotogical Measurement of 110172007
ASTM D 6499 ASTM Antigenic Protein in Natural Rubber and its Products 2007
Standards No. Standards Standards Title Version Date
Organization
6 18O 10993-7 150 Bmilo‘glcafl Evalu.anon of Medical Devices-Part 7; Ethylene Oxide 1995 09/01/1995
Sterilization Residuals
Standards No. Standards Standards Title Version Date
Organization
7

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

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

Department of Health and Human Setvices

Food end Drug Administration

Office of the Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, Maryland 20857

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

FORM FDA 3514 (3/08)

Page 5 of 5 Pages

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

{7
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
¥ Traditional [ special [ abbreviatad

STANDARD TITLE !
ASTM F 1980 Standard Guide for Accelerated Aging of Sterile Medical Device Packages

Please answer the following questions Yes No

Is this standard recognized by FDAZ? ... iecceeor et sisbessss st s enssssas s ssssssssessannes v O
FDA Recognition number? ..o, e et e et e st et e 414229
Was a third party laboratory responéible for testing conformity of the device to this standard identified

I EIE STOKY? cevvevevieereeesiteeeeeeseeeeeeeeeenra s s seses e eessenseesese s esess e emsesemeessme et oemssbassbas s sttt eee et ere s O ¥

Is a summary report* describing the extent of conformance of the standard used included in the
BAO(K)? conrvrerreseeriereee e msssseessessssss st s sas b bens st sa s SR bRt e Rttt ats s b rnt e bme et O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMLAINS 10 thiS GBVIEB? ....cvvvvvvovversieeisieissssssnesses e sssssessssssssssssssssssssesssssessssarssesene esessssesesssasararessesens ]
Does this standard include acceptance Criteria? ..........ccovivcvenncvini s ¥ O]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or SRlECHON OF tBSS? .ovvvveooeee e eereeeereerereeanens O _ ¥i
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?...........cccc..reeerereerssennen. O ¢
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS} 7 .............. O O
Were deviations or adaptations made beyond what is specified in the FDA SIS?.....cc...oocvvenvernrnsonne. 0 @
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the SEANGAR? ...............cccuevorermemiensins s rsseesssssss s s sesss e 0
if yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this Standard?...........cccevvereeeirveereereesnsssssssersneons ] '
If yes, was the guidance document followed in preparation of this S10K? ..., O O
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment o this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authorily [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 hitp:/fwww.accessdata.fda.goviscripts/edrh/cfdocs/cfStandards/ 5 The supptemental information sheet (S$15) is additional information
search.cim which is necessary before FDA recognizes the standard, Found at
http:ffiwww.accessdata.fda.gov/scripts/cden/cfdocs/cfStandards/

4 Tha summary report should include: any adaptations used to adapt

to the device under review (for example, altsrnative test methods); . N .
choices made when options or a selection of methods are deseribed; , ° 1he online search for CORH Guidance Documents can be found at

deviations from the standard; requirements not applicable to the www.fda.gov/cdrhi/guidance.htmi
device; and the name and address of the test laboratory or

search.cfm

FORM FDA 3654 (9/07} Page 1 PSC Graphics (301 4431090

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

EF
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'STANDARD TITLE
ASTM F 1980 Standard Guide for Accelerated Aging of Sterile Medical Device Packages

e e s e e e e
CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

F 1980 - 07 ASTM F 1980 Standard Guide for Accelerated Aging of Sterile Medical Devi | [ZlYes [ONo [ NA
TYPE OF DEVIATION OR OPTION SELECTED ¢

Accelerated Aging

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?

D Yes D No D N/A

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves Onoe Ona

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

e e e e e = e e e

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
fa e S S Ee e e

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /4
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Department of Health and Human Services
. Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 51({K) SUBMISSION
Traditional D Special [:i Abbreviated

STANDARD TITLE '
[SO 10993-1 Biological Evaluation of Medical Devices—Part 1: Evaluation and Testing 8/1/2003

T ————— ey

Please answer the following questions Yes No
Is this standard recognized bY FDA 27...........eeoeiesssressssssssssssssses s sssssssssssssssssssssessssssssssssssssssesssens X O
FDA Recognition number 3 .................................................... B T T L LT T T L P PP PP A b A T bbb e e ndad # 2-98

Was a third party laboratory responsible for testing conformity of the device to this standard identified
1 EE ST0(K)? wevvveeremeeresnssseresescesessereeeeeaseeseeseeeseeses s e esssemmesesseesesesesseesesses e et stessesesessresseesseesseseesserseere D2 C

Is a summary report * describing the extent of conformance of the standard used included in the

BAO(KY? ..o eerevemsetseecbesssmsomeeeeeeeeeoesemseeeeesesess e oeee eebe e oo Ae s AR RSS54SR R O
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it = »
pertains t0 thiS HEVICET .....c.cvecriire et e e bbb e bbb s s b e e bbb e an e a e
Does this standard include acceptance Crteria? ... s ¢ 1
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?.................oo X O
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ..................... g O X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)7................... O 0O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ... O X
if yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ... O 4|
If yes, report these exclusions in the summary report table.
uidance * that s associated with thi 0 K
Is there an FDA guidance that is associated with this standard? ...
If yes, was the guidance document followed in preparation of this S10k?..............cn O O
Title of guidance:
' The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
ftitle of standard] {date of publication] . standard. T_he summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html ullized during the development of the device. .
* hitp:ffwww.accessdata.fda goviscriptsicdrhicfdocs/cfStandards/ * The supplemental information sheet (SIS) is addilional information
search.cfm which is necessary before FDA recognizes the standard. Found at
’ . . . hitp:/www.accessdata.fda.gov/scripts/edrh/cfdocs/cfStandards/search.cfm
*+ The summary report should include: any adaptations used to adapt . . .
to the device under review (for example, alternative test methods); The online search of CORH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrb/guidance. html

daviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graghics: (301) 43 1850 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 20
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STANDARD TITLE
ISO 10993-1 BIOLOGICAL EVALUATION OF MEDICAL DEVICES—PART 1: EVALUATION AND TESTING 8/1/2003

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
522 Cytotoxici
y e Yes [INo [ NA

TYPE OF DEVIATION OR OPTION SELECTED*
Cytotoxicity testing was selected

DESCRIPTION
Cytotoxicity testing was performed on an EndoGator™ product

JUSTIFICATION
Indirect mucosal membrane contact for limited duration (<24hr)

SECTION NUMBER SECTION TITLE CONFORMANCE?
523 Sensitizatio
e Yas E] No |:[ N/A

TYPE OF DEVIATION OR OPTION SELECTED*
Sensitization testing was selected

DESCRIPTION
Sensitization testing was performed on an EndoGator™ product

JUSTIFICATION
Indirect mucosal membrane contact for limited duration (<24hr)

SECTION NUMBER SECTION TITLE CONFORMANCE?

524 Irritation RKvyes COne [Dnva

TYPE OF DEVIATION OR OPTION SELECTED*
Irritation testing was selected

DESCRIPTION
Irritation testing was performed on an EndoGator™ product

JUSTIFICATION
Indirect mucosal membrane contact for limited duration (<24hr)

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville, MD 20850

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

* FORM FDA 3654 (10/06) Page 2

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

2/
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 51 0(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
& Traditional (1 special [ Abbreviated

STANDARD TITLE ' .
150 10993-5 Biological Evaluation of Medical Devices—Part 5: Tests for In-Vitro Cytotoxicity 5/1/1999 °

Please answer the following questiens Yes No

Is this standard recognized BY FDA 27.................c.ueiivreeonecerreesseeseeeosssesseessesssssssssssssssssesessssessesmsesseessenns X O

FDA RECOGNIHION MUMbEE 3 7o s s s : # 2-64

Was a third party laboratory responsible for testing conformity of the device to this standard identified

T EIE B1O(KY? +.comvereneerernsraesssosssssssassesessesseees et seessasreresesssseesessssessrseseesemeeeesseseesreses eseseseeeros [l
Is a summary report * describing the extent of conformance of the standard used included in the
BAO(K)? c-veverrerrenmere e creasrsssseaie e s st bes sttt s s s et st ee e et eeeee s ee e et eee et st ee s et s s e ssr e X O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEREINS 10 HiS HBVICET ..o ettt s et ee st et e ee e evs st st e seate e tesesenesesessaesararas

=

Does this standard include acCeptanCe CHLBIIAT ........ccuiviem ot e e aeeeeeeeaeteeseererasseessenas
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?............cc.cecceevrverrceneneenn.
if yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .............c.covveceeveieviveeiennn,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%7........co...........

Were deviations or adaptations made beyond what is specified in the FDASIS?......ccoovevivviivivicer e
If yes, report these deviations or adaptations in the summary report table.

O] O (b0l M| X
X X |OXK| O OO

Were there any exclusions from the standard? ..............ccoiiniecicic e s
If yes, report these exclusions in the summary report table.

s - - Py .
Is there an FDA guidance that is associated with this standard?.............ccoeviiiieie e [ X
If yes, was the guidance document foflowed in preparation of this 510K?........cocreeireeeiicieecevecveae ] O
Title of guidance:
* The formatting convention for the title is: [SDO] [numeric identifier} certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority (21 U.S.C. 360d}, www.fda.govicdrh/stdsprog.html ulilized during the #evelopment of the devnge-
? hitp:/iwww.accessdata fda.goviscriptsfedrhicfdocs/cfStandards/ * The supplemental information sheet (S1S) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
+ The summary report should include: any adaptations used to adapt ] http:Iw.accessdata.fda.govls'crlptslcdrhlcfdocslcfStandards.'search.cfm
to the device under ravisw {for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
cholces made when options or a selection of methods are described; www.fda.gov/cdrhiguidance.html

deviations from the standard; requirements not applicable to the
device, and the name address of the test [aboratory or

. FORM FDA 3654 {9/07) Page 1 PSC Graphica: (301) 443- 1050 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Z2
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STANDARD TITLE
ISO 10993-5 BIOLOGICAL EVALUATION OF MEDICAL DEVICES—PART 5: TESTS FOR IN-VITRO CYTOTOXICITY 5/1/1999

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
422 Extraction Vehicle
B ves [Ino [ NA
TYPE OF DEVIATION OR OPTION SELECTED*
option a) was selected
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
4232 recommended extraction conditions are:
X ves [INo [Ina
TYPE OF DEVIATION OR OPTION SELECTED*
Option
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?

8.3 -_ EYBS D No D N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION
Chosen based on the nature of the sample, potential site of use and the nature of use.

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville, MD 20850

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

FORM FDA 3654 (10/06) Page 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 25
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]

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the apblicant when submitting a 510(k) that references
a national or intemational standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
E Traditional D Special D Abbreviated

"

STANDARD TITLE '
IS0 10993-10 Biological Evaluation of Medical Devices—Part 10: Tests for Irritation and Sensitization 9/1/2002

H@

ease answer the folfowing questions Yes No
{s this standard recognized by FDA L 2SO > O
FDA Recognition number ® pr——— # 2.87
Was a third party iaberatory responsible for testing conformity of the device to this standard identified
I EE ST0(K)? «.vevcveeeceeessessseesssessesassessesesesseeeeseseeemeeesemsseeeseeesesbeesesesesssessessaneies e oo e seeaeense s [
Is a summary report 4 describing the extent of conformance of the standard used included in the
BAO(K)? covevevverriversseeieemessessssesseesssssesesssssessesessesesssesesesseessas o sete e seses e ettt eeessoessate e eeeseaseeseeneessessesseeernseeiees X
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it
PERAINS 10 thiS EBVICET ......ovreiiic et st sre s s s te s se e e e b e s sent s eaesre b e se e e bt st e e e e restaraennrnes O
Does this standard include acceptance criteria? ... X |
If no, include the resuits of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............coovnviinii | |
If yes, report options sslected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .................... R O X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS} 7....c..ccvcveennee. ] '
Were deviations or adaptations made beyond what is specified in the FDA SIS?........cccovv i =
If yes, report these deviations or adaptations in the summary repott table. =
Were there any exclusions from the standard? .............ccoeeiiierrecenreen e e s | X
If yes, report these exclusions in the summary report table.

8

Is there an FDA guidance that is associated with this SANAAM?.......cccecoorvvvvvverovvvnrers s 0 X
if yes, was the guidance document followed in preparation of this 510K?........cccooviienirinncmererneccens O O
Title of guidance:

! Thae formatting convention for the title is: [SD0O] [numeric identifier] certification body involved in conformance assessment to this

[title of standard] [date of publication] standard. T:he summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.govicdrh/stdsprog.html utllized during the develapment of the device.
Y hitp:/Awww.accessdata fda.gov/scripts/cdrh/cidoes/cfStandards/ * The supplemental information sheet (S!S) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

* The summary report should include: any adaptations used to adapt . ::p:lwxrw.accesida:aéfg;go:sznptsl c;rhlcfdocricfStan?rdsI:eatrch.cfm
to the device under raview (for example, alternative test methods); @ onling search or LU uidance Lacuments can be found a
choices made when options or a selection of methods are described; www.fda.govicdrh/guidance. html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 P5C Graphies: (3013 443- 1680 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 2/
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STANDARD TITLE
ISO 10993-10 BIOLOGICAL EVALUATION OF MEDICAL DEVICES—PART 10: TESTS FOR IRRITATION AND SENSITIZATION 9/1/2002

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?

63 O
RKves [Ino [ NA

TYPE OF DEVIATION OR OPTION SELECTED*
No deviations.

DESCRIPTION
Standard tests were performed on albino rabbits as described by the standard.

JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
71 L@

K yes [Ino [ NA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
72 i i
Choice of test sample concentrations K vYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION
Standard methods.

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville, MD 20850

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

FORM FDA 3654 (10/06) Page 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ZQ/
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
1 Traditional ] special (] Abbreviated

STANDARD TITLE! .
ANSI/AAMVISO 10993-7:1995 Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization Residuals

Please answer the following questions Yes No
Is this standard recognized BY FDAZ? ..........coovoiveeeeeeeeeecoseeeeeeseee e oo eesss e eees oot eeeeen. Vi O
FDA RECOGNIION NUMDET? .......covvvivirre oot e e eresss e oo e ees e eee s # 14-76

Was a third party laboratory responsible for testing conformity of the device to this standard identified
NG BAD(K)? oot bttt seb st eee s es e ser et ee et sees et e s e eeeensseees ¥vi O

Is a summary report* describing the extent of conformance of the standard used included in the
SAOMK)Z e bbb sttt e s M O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PErtaINS 10 this ABVICE? .........cvuiiueieoeeeeeee e eee e e eeees e eee e ee e e oo eeeee e ]
Does this standard include acceptance CHLEMA? ............c.coueuvivereiteeeee e eceosresies e seseseeeres st Vi U
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of testS? ..o ¥4 i
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the Standard?................cooovcovvveveorves, O
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? .............. O U
Were deviations or adaptations made beyond what is specified in the FDASIS? ........c..ocoveveveivennnan. ) 1
If yes, report these deviations or adaptations in the summary report table.
Were there any exclustons from the standard? ..ot O ¥i
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ..........c...ococeeeiv oo ] 7
If yes, was the guidance document followed in preparation of this 510K? ............ooovoverveeveereerre. O ¥
Title of guidance:
! The formatting convention for the title is: [SDO] [numeric identifier| certification bady Involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information an alf standards
2 Autherity [21 U.S.C. 360d], www.fda.govicdrhistdsprog html utiized during the development of the device.
3 hitp:/fwww.accessdata.fda.goviscriptsicdrh/cidocs/ciStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
* The summary report should include: any adaptations used to adapt Ztets:'cfhwu:fvrvr;accessdala.fda.gov.'scrlptslcdrh!cfdocslcfSiandardsl
to the device under review (for exampie, atternative test methods}); . - X
choices made when options or a selection of methods are described; The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance. him]
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 4431000 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 26
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STANDARD TITLE

ANSI/AAMI/ISO 10993-7:1995 Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization Residuals

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

Part 7 Ethylene Oxide Sterilization Residuals Mlyes [Ono [Ona
TYPE OF DEVIATION OR OPTION SELECTED *

comply with requirement
DESCRIPTION

EtO residuals for a limited exposure (a) medical device with limits of <20mg EtO and <12mg ECh (ethylene chlorohydrin)
JUSTIFICATION
comply with standard

SECTION NUMBER SECTION TITLE CONFORMANCE?

O Yes [j No D N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

vyes Ono Ewa

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

e e e e R
* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)

an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
== = =—=rr= ———

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2

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

27
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Department of Health and Human Services
Foed and Brug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
7] Traditional [] special L] Abbraviated

STANDARD TITLE !
ISO 11135-1: 2007 Steritization of health care products-Ethylene oxide - Part 1

Please answer the following questions Yes No
Is this standard recognized BY FDAZ? ... o riereercrmeeereie e st ere st s e en e s s rennas il
FDA REGOGNIHION RUMDBEIT ... i isss s essessessessessenesssessesessssesssmsas e srsosesesseeeesseeeetsssssssssassssssssns 4 14-228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
IENE BTO(K)? «.rvvevoeeeeeeeeeseeeee e e eeseees e eeeeseee e seeees e esasesenats s ne s ean s essescrmeee st sesssesesesasst e anne s 0

Is & summary report* describing the extent of conformance of the standard used included in the
BAO(K)? ..o eeeeese e eeeeeeeessee e et eneeees et eses s s b st be et an a8 ms e enre e sseeba st ba b v O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEItAINS t0 thiS DBVICE? ......ocvveieieeiteitese e cssess s tesscas s nsseenssranssesae et ses s s arasebse b s saseesss s ensssnensenees [l
Does this standard include acceptance Criteria? ............cocvieeriirrrcr vt ¥ O

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... O i
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ... [ ¥
If yes, were deviations in accordance with the FDA supplemental information sheet (S18)37.............. £ O
Were deviations or adaptations made beyond what is specified in the FDA SIS?........coociins O !
If yes, report these deviations or adaptations in the summary report table.
Woere there any exclusions from the standard? ... O i
If yes, report these exclusions in the summary report tabie.
Is there an FDA guidance® that is associated with this standard? ... g ¥
If yes, was the guidance document followed in preparation of this 510K? .........c.ccoorivericicrenricineea O L
Title of guidance:
1 The formatting convention for the title is: [SDO} [numeric identifier) certification body involved in conformance assessment to this
[title of standard) [date of publication) standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.govicdrhistdsprog.himl utiized during the devalopment of the devica. _
3 http:/iwww.accessdata. fda.goviscripis/cdrh/efdocs/ciStandards/ * The supplemental information sheet (SIS) is additional information
search.cfm which Is necessary before FDA recognizes the standard. Found at
' ! : : data.fda. iptsfedrhicidocsiciStandards/
“ The summary report should include: any adaptations used to adapt Zzsri:':maccess ata.tda.gov/scripts/cdrh/cldocsiciStandards
ta the device under review {for example, alternative test methods), . N .
choices made when options or a selection of methods are described; The online search for_ CORH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance. himi
davice; and the name and address of the test laboratory or
FORM FDA 3654 {9/07) Page 1 PSC Graphics (301) 443-1090  EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Zg
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ISO 11135-1: 2007 Sterilization of health care products-Ethylene oxide - Part 1
CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
Part 1 Requirements for development, validation and routine control of a sterilizatio | Zlves [INo [JNA

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves Ono ONA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
8 vYes No N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

Bl e e T e T = sy

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion" on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

= ==s

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Z?
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"h ) Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W(066-G609
Sitver Spring, MD 20993-0002

Mr. John Willis

Director of Regulatory Affairs .
Byrne Medical Inc, NOV - 4 200
3150 Pollok Dr.

CONROE TX 77303

Re: K102409
Trade/Device Name: DEFENDO™ Disposable Air/Water Valve for GI Endoscopes
Regulation Number: 21 CFR§ 876.1500
Regulation Name: Endoscopes and accessories
Regulatory Class: 11
Product Code: ODC, FDF
Dated: August 23, 2010
Received: August 24,2010

Dear Mr. Willis;

~—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 III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 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); medical device reporting (reporting of medical device-related

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

adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
‘radiation control provisions (Sections 531-542 of the Act); 21-CFR 1000-1050.

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

CFR Part 803), please goto o ' ‘
http://www.fda.pov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp://www fda.gov/MedicalDevices/ResourcesforY ow/lIndustry/default.htm.

Sincerely yours,

erbert P. Lerner, M.D., Director (Acting)
. Division of Reproductive, Gastro-Renal
“and Urological 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 361-796-81 18
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NOV - 4 2o
Indications for Use
510(k) Number (if known)’ g le2 e
Device Name: DEFENDO™ Disposable Air/Water Valve for GI Endoscopes .

Indications for Use:

The DEFENDO™ Disposable Air/Water. Valve is intended to be used to control the
. atr/water function on an endoscope during a GI endoscopic procedure.

Prescription Use __ X AND/OR | Over-"i.“he-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

IF NEEDED)

. Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisibh Sign-Off) .
Division o‘fgeproductive, Gastr;)o‘-(!?enal, and
Urological Devices 0 ! :

510(k) Number ?Y(,/ 47

Page 1 of 1

Questions? 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

&‘5 - U 5. Food and Drug Administration

LT . Center for Devices and Radiological Health
. Document Mail Center § WOG66-G609
10903 New Hampshire Avenue

Silver Spring; MD 20993-0002

August 25, 2010

BYRNE MEDICAL INC. ' 510k Number: K 102409
3150 POLLOK DR Received: 8/24/2010
CONROE, TEXAS 77303 Product: DEFENDO DISPOSABLE AIR/WATER V

UNITED STATES
ATTN: JOHN WILLIS

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.

Pleafse remember that all correspondence coricerning 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/OQverview/MedicalDevice UserFeeandMod
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.aow’AboutFDA/ReportsManualsForms/Fonns/default.htm.

We rcmmd 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(;)), which expanded the current database
known as Clinical Trials. 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 hitp://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.him accompany 510(kYHDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

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

&/
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIl of The Food and Drug Administration Amendments Act of 2007
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
's/PremarketNotifications 1 0k/uem 134034 .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,;“!ntcractive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
htip://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
so, 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 etectrenic copy. For more information about the program, including the formatting requirements,
please visit our web site at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm134508.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/PremarketNotification5 | Ok/ucm070201.htm .

Ylease ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
<1 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 toli-free number (800)638-2041 , or at their
internct address http://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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
ez
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3150 Pallok Dr.
Conroe, TX 77303

_.‘-"' "'1;' . g 1
;CQ@/L (B Byrne Medical, Inc. Vi o 230300
\lli = Infection Control Matters.™ I(t O 5L l—f D C}

August 23, 2010

U.S. Food and Drug Administration FDA _
Center for Devices and Radiological Health CDRH DMC

Document Mail Center ~-WO66-G609 AUG 2 4 2010
10903 New Hampshire Avenue

Recej
Silver Spring, MD 20993-0002 Ived

RE: 510(k) Notification
Traditional

Dear Sir/Madam:

This is to notify you of the intention of Byrne Medical Inc., to commercially market the below listed
medical device:

Manufacturer: Byrne Medical Inc.

Establishment Registration No.: 1651395

Common /Usual Name: Air/Water Valve

Proprietary Name: DEFENDO™ Disposable Air/ Water Valve

Byrne Medical Part No. 100304
Classification Name: Endoscope and accessories
Product Code: KOG

Regulatory Class: I

Regulation Number: 876.1500

Reason for 501(k): New disposable single use device

Predicate Device 510(k) No.: K001241

Predicate Device Trade Name: Olympus EVIS EXERA Colonovideoscope
CF-Q160 AL/l

Predicate Device Product Code: 78 FDF \}\O\

/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-F0|STATB\§éfda.hhs.gov or 301-796-811 8 017 fevision €
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3150 Pollok Dr.
Conroe, TX 77303

g Main Line: (936) 539 - 039
Buyrne Medical, Inc. Main Line: (36) 590 - 001
-

Infection Control Matters.™

Design and Use of the Device

Question Yes No
Is the device intended for Prescription use (21 CFR 801 Subpart D)? v
Is the device intended for Over-the-Counter use (21 CFR 807 Subpart v
C)?
Does the device contain components derived from animal tissue or v
other biological source?
Is the device provided sterile? v
Is the device intended for single use? v

Is the device a reprocessed single use device?

\f yes, does this device require reprocessed validation data?

Does this device contain a drug?

Does this device contain a biologic?

Does this device use software?

Does the submission include clinical information?

S|l S| <] S| ==

Is this device implanted?

If you need any additional information or have any questions you may call me at 936-521-4240.

Sincerely,
John Willis

Director of Regulatory Affairs

jrwillis@byrnemedical.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 - c/on e
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Cover Letter

Questions? Contact FDA/CDRH/OCE/DID at CDRH%%?US@fda.hhs.gov or 301-796-8118
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3150 Pollok Dr.
Conroe, TX 77303

¢ in Line: - 0391
Byrne Medical, Inc. ainLine: (099550055
-

Infection Control Matters.™

August 23, 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:  510(k) Notification
Traditional

Dear Sir/Madam:

This is to notify you of the intention of Byrne Medical Inc., to commercially market the below listed
medical device:

Manufacturer: Byrne Medical Inc.

Establishment Registration No.: 1651395

Common /Usual Name: Air/Water Valve

Proprietary Name: DEFENDO™ Disposable Air/ Water Valve

Byrne Medical Part No. 100304
Classification Name: Endoscope and accessories
Product Code: KOG

Regulatory Class: I

Regulation Number: 876.1500

Reason for 501(k): New disposable single use device

Predicate Device 510(k) No.: K001241

Predicate Device Trade Name: Olympus EVIS EXERA Colonovideoscope
CF-Q160 AL/

Predicate Device Product Code: 78 FDF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 M 0t2Fevisont
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3150 Pollok Dr.
Conroe, TX 77303

¢ in Line: (936) 539 - 0391
Byrne Medical, Inc. i Line: (639535 00
o g

Infection Control Matters.™

Design and Use of the Device

Question Yes No
Is the device intended for Prescription use (21 CFR 801 Subpart D)? v
Is the device intended for Over-the-Counter use (21 CFR 807 Subpart i
C)?
Does the device contain components derived from animal tissue or v
other biological source?
Is the device provided sterile? v
Is the device intended for single use? v

Is the device a reprocessed single use device?

If yes, does this device require reprocessed validation data?

Does this device contain a drug?

Does this device contain a biologic?

Does this device use software?

Does the submission include clinical information?
Is this device implanted?

<l ||| <[] <

If you need any additional information or have any questions you may call me at 936-521-4240.

Sincerely,

, 5 :

/ Y
b k»)jj//(,g_é/w/
John Willis
Director of Regulatory Affairs

jrwillis@byrnemedical.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 MKT-012 Revision C
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Other
This Section is Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CDR&-%'I%E}'&?US@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission

DEFENDO™ Disposable Air-Water Valve

Model # 100304
21 CFR § 876.1500
KOG - Class |l

August 23, 2010

Byrne Medical, Inc.

3150 Pollok Rd.
Conroe, Texas 77303
396-539-0391
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Table of Contents

Questions? Contact FDA/CDRH/OCE/DID at CDRH%%JFUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Traditional 510(k) - Defendo™ Air/Water Valve
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

4 \
Financial Certification or Disclosure
Statement
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

MDUFMA

Section 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No, 0910-511 Expiration Date: January 31, 201, See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:
Wirite the Payment Identification number on your check.

http://www.fda.gov/oc/mdufma/coversheet.html

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:

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

Byrne Medical, Inc.
3150 Pollok Drive
Conroe TX 77303
us
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

#5018

2. CONTACT NAME
John Willis

2.1 E-MAIL ADDRESS
jrwillis @byrnemedical.com

2.2 TELEPHONE NUMBER (include Area code)
936-521-4240

2.3 FACSIMILE (FAX) NUMBER (Include Area code)
936-521-2381

Select an application type:

[X] Premarket notification(510(k)); except for third party
[1513(g) Request for Information

[ ] Biologics License Application (BLA)

[ ] Premarket Approval Application (PMA)

[ ] Modular PMA

[ ] Product Development Protocol (PDP)

[ ] Premarket Report (PMR)

[ ] Annual Fee for Periodic Reporting (APR)

[ ] 30-Day Notice

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

3.1 Select a center

[X] CDRH

[]1 CBER

3.2 Select one of the types below
[X] Original Application
Supplement Types:

[ ] Efficacy (BLA)

[] Panel Track (PMA, PMR, PDP)
[ ] Real-Time (PMA, PMR, PDP)

[ ] 180-day (PMA, PMR, PDP)

qualifying documents to FDA

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[X] YES, | meet the small business criteria and have submitted the required

NO, | am not a small business

4.1 If Yes, please enter your Small Business Decision Number: SBD100100

30 days of FDA's approval/clearance of this device.)

http://mww.fda.gov/cdrh/mdufma for additional information)

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

[1NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see

APPLICABLE EXCEPTION.

including any affiliates

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

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

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support

conditions of use for a pediatric population

[ ] The application is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

[1YES [X]NO

7. ISTHIS 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).

17-Aug-2010

Form FDA 3601 (1 2007)

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION )
[ L 3 A5/0
N A

"Close Window" Print Cover sheet

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

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?vcname=John%...

8/17/2010
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Declarations of Conformity and
Summary Reports

Section 11
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Executive 510(k) Summary

Section 12
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k)} Submission
Byrne Medical, Inc., Conroe, Texas 77303

The Byrne Medical DEFENDO™ Disposable Air/Water Valve is intended to be used
to control the air/water function of an endoscope during a Gl endoscopic procedure.

The Byrne Medical DEFENDO™ Disposable Air/Water Valve is substantially
equivalent to the Olympus® MH-438 Air/Water Valve. The following table is a
comparison between the two:

Table 14-1: Comparison of features and principles of operation between the DEFENDO™ Disposable
Air/Water Valve and Predicate Device (Olympus®MH-438 Air/Water Valve, K001241)

Characteristic Byrne Medical Olympus® Same?
Part number 100304 MH-438 N/A
Trade Name 100304: DEFENDO™ Olympus® EVIS EXERA N/A

Disposable Air/Water Valve Colovideoscopes
510¢(k) Document This submission K001241 N/A
Number
Product Code KOG FDF No
Regulation Number 876.1500 876.1500 Yes
Class H II Yes
Review Advisory Gastroenterology/Urology Gastroenterology/Urology Yes
Committee
Indications for use The DEFENDO™ Disposable | The Olympus® Air/Water Yes

Alr/fWater Valve is intended to valve 1s intended to be used to

be used to control the air/water | .onerol the air/water function

funf;tion onan endoscppe on an Olympus ®endoscope

during a GI endoscopic . .

procedure. during a G1 endoscopic

procedure.

Sterile Yes No, user must sterilize No
Single Use Yes No, re-sterilize, re-use No
Compatible Olympus ®160 series Olympus® 160 series Yes
Endoscope(s) endoscopes. endoscopes
Patient Population Male/Female, Pediatric to Adult | Male/Female Pediatric to Adult | Yes
Reusable or disposable| Disposable Reuseable No

. Section
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOIST

12
ATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Performance Testing
Comparitive Testing

Water Flow Test

Ten BMI 100304 Air/Water valves and ten Olympus MH-438 Air/Water valves
were compared to each other in a side-by-side comparison of flow rates
through the endoscope, whereby 188 measurements were made over a time
period of 37.4 seconds measuring the rate of flow of water through the scope.
Measurements were taken at 0.2 second intervals for comparison and linear
regression analysis yielded the following:

n=188
Correlation Coefficient r = 0.989

Olympus vs BMI
Air Water Valve

100

30

50

40 gl Olympus

— By rne

Flowrate mL/min

20

0 o
% 5 10 15 20 25 30 35 40

-20 . »
Time (s)

Additionally, measurements from 0 — 7 seconds were analyzed for
comparison, the 0-7 second period is significant as this is the typical amount of
time the user utilizes for lens cleaning. The following is a graphical depiction
of the results:
n=236
Correlation coefficient r = 0.96

| PEFLRETI
Questions? Contact FDA/CDRH/OCE/DID at CDRH- TATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Olympus vs. Byrne
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Based on the above Comparative Testing results and the Bench Testing results (see
Bench Testing results, Section 20 of this submission)from the comparison between
the Olympus® and the Byrne Medical Air/Water Valves, we have concluded that the
Byrne Medical DEFENDO™Disposable Air/Water Valve is substantially equivalent to
the Olympus® MH-438 Air/Water Valve.

ection_1
Questions? Contact FDA/CDRH/OCE/DID at CDR%-Eg?QTAZI'US@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

510(k) Checklist

Section 5

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

based on
Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 510(k)s
http://www.fda.gov/MedicalDevices/DeviceRequlationandGuidance/GuidanceDocuments
fucm084365.htm

Title Related Information Present | Inadequate | N/A

MDUFMA Cover Sheet Medical Device User Fee Cover Sheet

http://www.fda.gov/Forlndustry/UserFees/MedicalDe
viceUserFeeandModernizationAct/ucm155274.htm

CDRH Premarket Review CDRH Premarket Review Submission Voluntary
Submission Cover Sheet  Cover Sheet
http.//www.fda.gov/downloads/AboutF DA/ReportsMa
nualsForms/Forms/UCM080872.pdf

510(k) Cover Letter Appendix A of “Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 510(k)s"
updated November 17, 2005

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

Indications for Use Device Advice * Content of a 510(k)” Section D
Statement http://www.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucm080275.htm
510(k) Summary or Device Advice " Content of a 510(k)” Section E
510(k) Statement http://www.fda.gov/MedicalDevices/DeviceRegulation

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

m
Truthful and Accuracy Device Advice “ Content of a 510(k)” Section G
Statement hitp://iwww.fda.gov/MedicalDevices/DeviceRequlation

andGuidance/HowtoMarketYourDevice/PremarketSu
bmissions/PremarketNotification510k/ucm142707.ht

m
Class lll Summary and Class lll Summary and Certification Form
Certification http://www.fda.gov/MedicalDevices/DeviceRegulation

andGuidance/HowtoMarketYourDevice/PremarketSu
bmissions/PremarketNotification510k/ucm142662.ht

m
Financial Certification or FORM FDA 3454, Certification: Financial Interests
Disclosure Statement and Arrangements of Clinical Investigators

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

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

Financial Disclosure by Clinical Investigators
http://www.fda.gov/Requlatorylnformation/Guidances
fucm126832.htm

Rev. 5/30/07

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

Declarations of
Conformity and Summary
Reports (Abbreviated
510(k)s)

Executive Summary

Device Description

Substantial Equivalence
Discussion

Proposed Labeling

Sterilization/Shelf Life

Biocompatibility

Software

Related Information

Use of Standards in Substantial Equivalence
Determinations
http://www.fda.gov/MedicalDevices/DeviceRequlation
andGuidance/GuidanceDocuments/ucm073752.htm

FDA Standards program
http://www.fda.gov/MedicalDevices/DeviceRequlation
andGuidance/Standards/default.htm

Declaration of conformity
www.fda.gov/cdrh/devadvice/3145.html#link 9

Required Elements for Declaration of Conformity to
Recognized Standard
http://www.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/HowtoMarketYourDevice/PremarketSu
bmissions/PremarketNotification510k/ucm142706.ht
m

See section 10 in Chapter Il of "Guidance for Industry
and FDA Staff Format for Traditional and
Abbreviated 510(k)s" updated November 17, 2005

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

See section 11 in Chapter Il of “Guidance for Industry
and FDA Staff Format for Traditional and
Abbreviated 510(k)s" updated November 17, 2005

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

Guidance on the CDRH Premarket Notification
Review Program 6/30/86 (K86-3),
http://www.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucm081383.htm

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

http://www .fda.gov/MedicalDevices/DeviceRegulation
andGuidance/Overview/DeviceLabeling/default.htm

Updated 510(k) Sterility Review Guidance (K90-1)
http://www.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucm072783.htm

For reuse of single use devices, see Guidance for
Industry and FDA Staff — Medical Device User Fee
and Modernization Act of 2002 Validation Data in
Premarket Notification Submissions (510(k)s) for
Reprocessed Single-Use Medical Devices
http://www.fda.gov/MedicalDevices/DeviceRequlation

andGuidance/GuidanceDocuments/ucm07 1434.htm

FDA Blue Book Memo, G95-1, Use of International
Standard 1SO-10993,
http://www.fda.gov/MedicalDevices/DeviceRegulation

andGuidance/GuidanceDocuments/ucm080735.htm

Guidance for the Content of Premarket Submissions
for Software Contained in Medical Devices
http://www.fda.gov/MedicalDevices/DeviceRequlation

andGuidance/GuidanceDocuments/ucm089543.htm

Present

Inadequate | N/A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Title Related Information
Electromagnetic CDRH Medical Device Electromagnetic Compatibility
Compatibility/Electrical Program

Safety http://www.fda.gov/Radiation-

EmittingProducts/RadiationSafety/ElectromagneticCo
mpatibilityEMC/default.ntm

See also IEC 60601-1- 2 Medical Electrical
Equipment -- Part 1: General Requirements for
Safety; Electromagnetic Compatibility --
Requirements and Tests (Second Edition, 2001)

Performance Testing — See section 18 in Chapter Il of "Guidance for Industry
Bench and FDA Staff Format for Traditional and
Abbreviated 510(k)s” updated November 17, 2005

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

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

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

andGuidance/GuidanceDocuments/ucm084365.htm

Performance Testing — See section 20 in Chapter Il of “Guidance for Industry
Clinical and FDA Staff Format for Traditional and
Abbreviated 510(k)s" updated November 17, 2005

Certification/Disclosure Forms: Financial Interests
and Arrangements of Clinical Investigators

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

http://www.fda.gov/downloads/AboutFDA/ReportsMa
nualsForms/Forms/UCM048310.pdf

FORM FDA 3654, Standards Data Report Form — Form 3654
Standards Data Report

for 510(k)s - 1. No standard used -
hitp://www.fda.gov/down! ~ No Standards Form Required
oads/AboutFDA/Reports

ManualsForms/Forms/UC 3. peglaration of Conformity —
M081667.pdf Yes Standards Form Required

3. Standard but no declaration —
Yes Standards Form Required

Present

Inadequate

N/A

Kit Certification Device Advice
http://www.fda.gov/MedicalDevices/DeviceRequlation

andGuidance/GuidanceDocuments/ucm080213.htm

Last Updated: 9/3/08 — Brandi Stuart

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Device Description

Questions? Contact FDA/CDRH/OCE/DID at CDRPEFEISTErUs @fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission

Byrne Medical, Inc., Conroe, Texas 77303

The Byrne Medical DEFENDO™ Disposable Air/Water valve is a single use
disposable device. The DEFENDO™ Disposable Air/Water valve is a trumpet valve
which allows the user, with the tip of a finger, to control the air/water function on an
endoscope. By placing the tip of a finger over the hole on top, it allows air to flow
through the endoscope allowing for insufflation of the colon. By depressing the
valve, water is allowed to flow into the endoscope allowing for distal lens cleaning.

The DEFENDO™ Disposable Air/Water valve is an injection molded thermal plastic
polycarbonate with thermo plastic elastomers and a passivated stainless steel

spring..

The DEFENDO™ Disposable Air/Water valve is manufactured at Byrne Medical Inc.,
in Conroe, Texas and is sterilized by Ethylene Oxide by a contract sterilizer.

Section 13
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Class lll Summary and Certification
This Section is Not Applicable

Section 9
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Substantial Equivalence Discussion

Questions? Contact FDA/CDRH/OCE/DID at CDRIFORTATUS@fda.hhs.gov or 301-796-8118
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Substantial Equivalence Discussion

The Byrne Medical, Inc., DEFENDO™Disposable Air/Water Valve and predicate device (Olympus® MH-
438 Air/Water Valve, K001241) are in Class Il, 21 CFR 876.1500 with Advisory Committee of
Gastroenterology/Urology.

The predicate device Olympus® - Air/Water Valve (K001241) is manufactured by Olympus® Optical Co.
Ltd. Tokyo, Japan.

The Byrne Medical, Inc., DEFENDO™ Disposable Air/Water Valve has been determined to meet the
equivalence decision making process as detailed by the “510(k) Substantial Equivalence Decision-Making
Process Flowchart”.

Table 14-1: Comparison of features and principles of operation between the DEFENDO™ Disposable Air/Water
Valve and Predicate Device (Olympus®MH-438 Air/Water Valve, K001241)

Characteristic Byrne Medical Olympus® Same?
Part number 100304 MH-438 N/A
Trade Name 100304: DEFENDO™ Disposable | Olympus® EVIS EXERA N/A
Air/Water Valve Colovideoscopes
510(k) Document This submission K001241 N/A
Number
Product Code KOG FDF No
Regulation Number | 876.1500 876.1500 Yes
Class I I Yes
Review Advisory Gastroenterology/Urology Gastroenterology/Urology Yes
Committee
Indications for use | The DEFENDO™ Disposable The Olympus® Air/Water valve | Yes
Air/Water Valve is intended to | isintended to be used to
be used to control the control the air/water function
air/water function on an on an Olympus ®endoscope
endoscope during a Gl during a Gl endoscopic
endoscopic procedure. procedure.
Sterile Yes No, user must sterilize No
Single Use Yes No, re-sterilize, re-use No
Compatible Olympus® Olympus® Yes
Endoscope(s) 140/160/180/240/260 series 140/160/180/240/260 series
endoscopes endoscopes
Patient Population Male/Female, Pediatric to Adult | Male/Female Pediatric to Adult | Yes
Reusable or Disposable Reuseable No
disposable
Section 14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Testing:
The DEFENDO™ Disposable Air/Water Valve testing was conducted under FDA recognized standards.

Similarities and Differences:

Indications for Use

Both products are attached to the air/water cylinder of the endoscope. When the hole on the valve top
is covered they provide air to the endoscope for colon insufflation. When the valve is depressed, they
feed water onto the objective lens of the endoscope for lens cleaning.

Other

The DEFENDO™Disposable Air/Water Valve and its predicate have the same regulation number and
class, the same patient population and environment of use.

Neither the predicate nor the Byrne Air/Water valve come in direct contact with the patient. Indirect
contact is made by the passing of air/water through the” through hole” in the valve stem.

Comparitive Testing

Water Flow Test

Ten BMI 100304 Air/Water valves and ten Olympus MH-438 Air/Water valves were compared to
each other in a side-by-side comparison of flow rates through the endoscope, whereby 188
measurements were made over a time period of 37.4 seconds measuring the rate of flow of
water through the scope. Measurements were taken at 0.2 second intervals for comparison and
statistical analysis yielded the following:

n=188

Correlation Coefficient r = 0.989

Olympus vs BMI
Air Water Valve
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Section 14
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Additionally, measurements from 0 — 7 seconds were analyzed for comparison, the 0-7 second

period is significant as this is the typical amount of time the user utilizes for lens cleaning. The

following is a graphical depiction of the results:

n=36

Correlation coefficient r = 0.96

Olympus vs. Byrne
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The predicate device labeling (Operation Manual) is included in this section.

s Qlympus

—Byrne

Based on the above Comparative Testing results and the Bench Testing results (see Bench Testing
results, Section 20 of this submission)from the comparison between the Olympus® and the Byrne
Medical Air/Water Valves, we have concluded that the Byrne Medical DEFENDO™Disposable Air/Water
Valve is substantially equivalent to the Olympus® MH-438 Air/Water Valve.

Section 14
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-2207; Released by CDRH on 09-13-20169/13
Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Predicate Device (Olympus) Operation Manual

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Byrne Medical, Inc., Conroe, Texas 77303

Proposed Labeling

Section 15
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Draft Labeling

1. Instructions For Use (IFU)

2. Individual Pouch Labeling

3. Shelf Carton Labeling

4. Shipping Case Labeling

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




' 0 s | @5t # 2016-2207; Released by CDRH on 09-13-20fRES} 6ATALOG NUMBER
v DEFENDO™ Disposable Air Water Valve for Olympus® 140/240/160/260/180
Endoscopes #100304

Disposable Air/ Water Valve

Intended Use:

The DEFENDO™Disposable air/water valve is intended to be used to control the air/water function on an endoscope during a GI endoscopic procedure.

Warnings and Precautions:

®  Guidelines for Preventing Cross Contamination:
o DO NOT RE-STERILIZE OR REPROCESS.
The appropriate DEFENDO™ products are to be used with the compatible endoscope, based on scope type/manufacturer.
DEFENDO™ products must be discarded after each procedure.
DEFENDO™ products should be discarded prior to the reprocessing of the endoscope.
DEFENDO™ products should not be refurbished, reprocessed, or re-sterilized.
Sterility is not guaranteed if package has been opened or damaged. Do not use if packaging or product is damaged.
Defendo ™ valves are for Single Use Only. Reuse poses a risk of cross contamination of bodily fluids.
Discard biohazard valves in accordance with local, state, and federal regulations.
NOTE: If package is damaged or opened prior to intended use, DEFENDO™ products must be discarded immediately.
Federal (USA) law restricts this device to sale by or on the order of a physician.
Contact customer service for assistance.

STERILIZED USING SINGLE USE ONLY
TERILE
ETHYLENEOXIDE BONTI .

Instructions for Use:

©- 0 0.0 0:0::0 70, 010

1. Open the sterile peel pack and remove the DEFENDO™ Disposable air/water valve.

2. Attach the air/water valve to the air/water cylinder of the endoscope until the valve engages on the air/water cylinder.
3. Cover the hole on the air/water valve to feed air from the air/water nozzle.

4.  Prior to the procedure, depress air/water valve to feed water onto the objective lens.

5. Atthe end of the procedure, leave the air/water valve on the endoscope until it reaches
the reprocessing room.

WARNING:
The air/water valve should remain attached to the endoscope until the endoscopes reaches the

reprocessing room to prevent potential cross contamination.

6. Discard the air/water valve after each procedure prior to reprocessing the endoscope

Olympus® is a registered trademark of Olympus Optical Co., Ltd.

MANUFACTURER

Byrne Medical, Inc.
3150 Pollok Drive
Conroe, TX 77303

Phone: 1-800-490-9869

Fax: 936-539-0392

www.byrnemedical.com

C€ 0413

IFU XXX REV A AUG 2010

L d
%&ﬁéﬂé (IMQFOIQTATI IS@fda hhs gov or 301-796-8118 ———

Infection Control Matters.™
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Draft Pouch Labeling

100304

 WDEFENDO

DISPOSABLE AIR/WATER VALVE FOR Gl
ENDOSCOPES

Q) s [wE] 100304
m] CONSULT STYEAR-LOT

INSTRUCTIONS

FORUSE 8 MM / YYYY
STERILIZED USING
ETHYLENE OXIDE ce 0413

“ MANUFACTURER

] |
MANUFACTURED FOR: 1._
BYRNE MEDICAL, INC | L
3150 POLLOK DR
CONROE, TX 77303 QUANTITY: ONE (1)
1-800-490-9869 FEDERAL (USA) LAW RESTRICTS
THIS DEVICE TO SALE BY OR ON
LD-304-A/ REV A THE ORDER OF A PHYSICIAN

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

100304

 WDEFENDO"

DISPOSABLE AIR/WATER VALVES FOR GI
ENDOSCOPES

Q) sk, [mEF] 100304
EIi]consuu STYEAR-LOT

FORUSE 8 MM / YYYY
| STERILE [ €O Zivieneouoe. C€osus3

‘ MANUFACTURER il
100
MANUFACTURED FOR: “__._—
BYRNE MEDICAL, INC
3150 POLLOK DR QUANTITY:
CONROE, TX 77303 ONE HUNDRED (100)
1-800-490-9869  repegaL (USA) LAW RESTRICTS
THIS DEVICE TO SALE BY OR ON
LD-304-B /REV A THE ORDER OF A PHYSICIAN

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

100304

WDEFENDO"

DISPOSABLE AIR/WATER VALVES FOR Gl
ENDOSCOPES

SINGLE USE ONLY
DO NOT REUSE
DO NOT RESTERILIZE
‘ CONSULT
INSTRUCTIONS
FORUSE
STERILIZED USING
ETHYLENE OXIDE

AUTHORIZED REPRESENTATIVE
PARTNERS FOR ENDOSCOPY LLC
MONTROSE HOUSE
MONTROSE STREET
FENTON
STOKE ON TRENT UK
ST43PB
TEL 01782 594164
FAX 01782 323148

‘ MANUFACTURER

MANUFACTURED BY:
BYRNE MEDICAL, INC
3150 POLLOK DR
CONROE, TX 77303
1-800-490-9869

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

REF

LOT |sryeAR-LOT

.

miill
400

==

100304

QUANTITY:
FOUR HUNDRED (400)

(€ 0413

FEDERAL (USA) LAW RESTRICTS
THIS DEVICE TO SALE BY OR ON
THE ORDER OF A PHYSICIAN

LD-304-C/REV A
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Sterilization and Shelf Life

Section 16
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Byrne Medical, Inc., Conroe, Texas 77303

Sterilization and Shelf Life

Sterilization
Before any DEFENDO™ Air/Water Valves are shipped to users, they will be sterilized with

ethylene oxide by_

Sterilization Method

xposure to 100% ethylene oxide gas. The process may be more

Packaging

sterile barrier package will be |

by Byrne Medical, Inc.

Maximum Levels of Residuals
Maximum levels of sterilization-related residues will comply with levels established in I1SO

10993-7 after two back-to-back sterilizations.

Section 16
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Pyrogens
The device will not be labeled “pyrogen free”, so pyrogens will not be tested.

Sterility Assurance level (SAL)
The Sterility Assurance level (SAL) for the device is a minimum of 10°,

Radiation Dose
The DEFENDO™ Air/Water Valve will not be sterilized by radiation, so radiation does will not be

tested.

Shelf Life
Before any DEFENDO™ Air/Water Valve are shipped, they will be subjected to

testing according to

Sterile Barrier Packaging for this device consists of|

he sterile barrier package will

Before any DEFENDO™ Air/Water Valve are shipped to customers, they will be subjected to a

est.

Testing.

Section 16
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Biocompatibility

Section 17
Questions? Contact FDA/CDRH/OCE/DID at CDRH-EOISTATUS@fda.hhs.gov or 301-796-8118
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Biocompatibility

The Byrne Medical DEFENDO™ Disposable Air/Water Valve is injection molded
consisting of thermal plastic polycarbonate, thermal plastic elastomers. And a
passivated stainless steel spring.

Materials used in the manufacture are obtained commercially and are biocompatible
according to ISO 10993 (Manufacturer’s data sheets attached).

Only the polycarbonate and elastomers come in contact with the air/water and have
indirect contact with the patient. The stainless steel does not come in contact with
the patient either directly or in-directly.

Section 17
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Software
This Section is Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CORIESI¥TAPUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Electromagnetic Compatibility and

Electrical Safety
This Section is Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CDRRESETATUS @fda.hhs.gov or 301-796-8118
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Performance Testing — Bench

Section 20
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S

3150 Pollok, Conroe Texas, 77303

Page |

Byrne Medical Incorporated

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

3150 Pollok, Conroe Texas, 77303

Pagc 2
Byrne Medical Incorporated

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

Water Flow Test

Ten BMI 100304 Air/Water valves and ten Olympus MH-438 Air/Water valves were
compared to each other in a side-by-side comparison of flow rates through the
endoscope, whereby 188 measurements were made over a time period of 37.4 seconds
measuring the rate of flow of water through the scope. Measurements were taken at
0.2 second intervals for comparison and statistical analysis yielded the following:
n=188
Correlation Coefficient r = 0.989

Olympus vs BMI
Air Water Valve

100 — o L R ol -

wmeres O lympus

e Byrne

Flowrate mL/min
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Page 5
Byrne Medical Incorporated

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

3150 Pollok, Conroe Texas, 77303

Additionally, measurements from 0 — 7 seconds were analyzed for comparison, the 0-7
second period is significant as this is the typical amount of time the user utilizes for lens
cleaning. The following is a graphical depiction of the results:
n=36
Correlation coefficient r = 0.96

~ Olympus vs. Byrne
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ammee OlymMpus

s By rne

The predicate device labeling (Operation Manual) is included in this section.

Based on the above Comparative Testing results and the Bench Testing results (see Bench
Testing results, Section 20 of this submission)from the comparison between the Olympus® and
the Byrne Medical Air/Water Valves, we have concluded that the Byrne Medical

DEFENDO™Disposable Air/Water Valve is substantially equivalent to the Olympus® MH-438
Air/Water Valve.

Page 6
Byrne Medical Incorporated

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Performance Testing — Animal
This Section is Not Applicable

Questions? Contact FDAICDRH/OCE/DID at CORFPESIS} &Us@fda.hhs.gov or 301-796-8118
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Performance Testing—Animal

Animal testing is not necessary to establish the safety or effectiveness of Byrne Medical’s DEFENDO®
Air/Water valve, or its equivalence to the predicate.

Section 21

Animal testing statement--Not Applicable

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

Section 20
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

FD A Certi-fication of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

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

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

August 23,2010

Byme Medical Inc.

3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)
3150 Pollok Dr. (Tel.) 936-521-4240

Confoe, TXTT303 -~ » - eriamagd D G i R e e
(Fax) 936-539-2381

PRODUCT INFORMATION
5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

Common/Usual Name: Air/Water Valve Model Number: 100304

Classification Name: Endoscope and Accessories

Product Code: FDF

Proprietary Name: DEFENDO Air/Water Valve

APPLICATION / SUBMISSION INFORMATION

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

C]NnD ] NDA [JAanDA  []BLA []PMmA [] HDE Kl5100) []POP ] other

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

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

CERTIFICATION STATEMENT / INFORMATION

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

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

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

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

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

NCT Number(s):

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

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE (Sign) , = o
John Willis
(Name)
(Title) Director of Regulatory Affairs
13. ADDRESS (Number, Street, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. 11 and 12) (Include Area Code) CERTIFICATION
(Tel.) 936-521-4240
3150 Pollok Dr. b s August 23, 2010
Conroe, TX 77303 936-539-2381
(Fax) .
Form FDA 3674 (11/08) (FRONT) e bt

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
-, 515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

’4. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.
3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field. If there is no such number, leave this field blank.

9. Certification - This section contains three different check-off boxes.
Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical trials” under 42 U.S.C.
§ 282(j)(1)(A)(i), section 402(j)(1)(A)(i) of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282(j), section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
to those clinical trials.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of

" the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of the
clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282(j)(1)(A)(i), section 402(j)(1)(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular certification,
depending on the number of "applicable clinical trials" included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the "applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

12. Name and Title of Person Who Signed in number 11 - Include the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

13. & 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.

15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission)
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required to respond to, a collection of information,
Office of the Chief Information Officer (HFA-250) unless it displays a currently valid OMB control number.

5600 Fishers Lane
Rockville, MD 20857

Form FDA 3674 (11/08) (BACK)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

CDRH Premarket Review Cover
Sheet

Section 3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 0910-0120

Expiration Date: August 31, 2010.
See OMB Statement on page 5.

Date of Submission
August 23, 2010

User Fee Payment ID Number

FDA Submission Document Number (if known)

SECTION A
PMA
D Original Submission
|:| Premarket Report
[] Modular Submission
[] Amendment
[] Report

PMA & HDE Supplement
[ ] Regular (180 day)

E] Special

[] Panel Track (PMA Only)
[] 30-day Supplement

[] 30-day Notice

TYPE OF SUBMISSION

PDP
[[] original PDP

[] Notice of Completion
[] Amendment to PDP

510(k)
X] Original Submission:
X Traditional
E] Special

Abbreviated (Complete
D section |, Page 5)

Meeting
(] Pre-510(K) Meeting
(] Pre-IDE Meeting
[] Pre-PMA Meeting
[] Pre-PDP Meeting
[] bay 100 Meeting

[ ] Report Amendment [] 135-day Supplement [ Ad_dilional Information [] Agreement Meeting
[] Licensing Agreement [ ] Real-time Review (] Third Party [] Determination Meeting
] Amendment to PMA & [] other (specify):
HDE Supplement
[] other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation

(De Novo)

[] original Submission [] original Submission [ ] original Submission [] Original Submission []513(g)
[ ] Amendment [] Amendment [ ] Additional Information [] Additional Information (] Other o
["] Supplement ] Supplement (describe submission):
[ ] Report

[] Report Amendment

Klyes []No

SUBMITTER, APPLICANT OR SPONSOR
Establishment Registration Number (if known)

1651395

Have you used or cited Standards in your submission? (If Yes, please complete Section I, Page 5)

SECTION B
Company / Institution Name

Byrne Medical Inc.

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

936-521-4240
Street Address FAX Number (including area code)
3150 Pollok Dr. 936-539-2381
City State / Province ZIP/Postal Code Country
Conroe Texas 77303 USA

Contact Name
John Willis

Contact Title Contact E-mail Address

Director of Regulatory Affairs jrwillis@byrmemedical.com

SECTION C
Company / Institution Name

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

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

Street Address FAX Number (including area code)

City State / Province ZIP Code Country

Contact Name

Contact Title Contact E-mail Address

Page 1 of 5 Pages

PSC Graphics (301) 443-1080  EF

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

FORM FDA 3514 (3/08)
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

[ ] New Device [] Change in design, component, or [] Location change:
[] withdrawal SESEmCAaN: D Manufacturer
[ ] Additional or Expanded Indications [] Software/Hardware [:] Sterilizer

[] Request for Extension [] Color Additive [] Packager

[ ] Post-approval Study Protocol [] Material

[ ] Request for Applicant Hold [] Specifications

D Request for Removal of Applicant Hold D Other (specify below)

[] Report Submission:
[_] Annual or Periodic
[ ] Post-approval Study

[] Request to Remove or Add Manufacturing Site

D Process change: D Labeling change: D AdVorsa Roaction
[ ] Manufacturing  [_] Packaging [] Indications [] Device Defect
[] Sterilization [ Instructions [ ] Amendment
D Other (specify below) D Performance Characteristics
[] Shelf Life
D Trade Name D Change in Ownership
[] other (specify below) [] Change in Correspondent
[] Response to FDA correspondence: D Change of Applicant Address

I:] Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

[ ] New Device [] Change in: [ ] Response to FDA Letter Concerning:
[] New Indication [] Correspondent/ Applicant [] Conditional Approval

[_] Addition of Institution [ ] Design/Device [ ] Deemed Approved

[ ] Expansion / Extension of Study [ ] Informed Consent [ ] Deficient Final Report
[]IRB Certification [ ] Manufacturer [] Deficient Progress Report
[] Termination of Study [ ] Manufacturing Process [ ] Deficient Investigator Report
[ ] Withdrawal of Application [_] Protocol - Feasibility [ ] Disapproval

|:] Unanticipated Adverse Effect D Protocol - Other D Request Extension of

|:] Notification of Emergency Use D Sponsor Time:to.Respond to FDA

[ ] Compassionate Use Request [ ] Request Meeting

[ ] Treatment IDE [ ] Report submission: [ ] Request Hearing

[_] Continued Access [] Current Investigator

[] Annual Progress Report
[] Site Waiver Report

[_]Final

D Other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

D Change in Technology

PX] New Device

[] Additional or Expanded Indications

[ ] Other Reason (specify):

FORM FDA 3514 (3/08) Page 2 of 5 Pages

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

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Common or usual name or classification name

Endoscope and Accessories

Product codes of devices to which substantial equivalence is claimed Summary of, or statement conce{ning,
safety and effectiveness information
1| 78 FDF 2 -3 4
& 510 (k) summary attached
5 6 7 8 []510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number . Trade or Proprietary or Model Name Manufacturer
1| K001241 1 | EVIS EXERA Colonovideoendoscopes 1| Olympus Optical Co., LTD
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

SECTION G
Product Code

KOG

C.F.R. Section (if applicable)
21 CFR 876.1500

Classification Panel

Gastroenterology-urology devices

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

Device Class

[Jclass
[]cClassi

Trade or Proprietary or Model Name for This Device +| Model Number

1 | DEFENDO Disposable Air/Water Valve 1| 100304
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)

1 2 3 4 5 6

7 8 9 10 11 12
Data Included in Submission

E Laboratory Testing D Animal Trials D Human Trials

X class Ii

[ ] Unclassified

Indications (from labeling)

The DEFENDO Disposable Air-Water Valve is intended to be used to control the air/water function on an endoscope during a GI endoscopic procedure.

FORM FDA 3514 (3/08)

Page 3 of 5 Pages

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

SECTION H

Xj Original
[]Add [] Delete

Facility Establishment Identifier (FEI) Number

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number (if known)

[] Contract Sterilizer
[ ] Repackager / Relabeler

X] Manufacturer
[ ] Contract Manufacturer

Company / Institution Name

Byrne Medical Inc.

Establishment Registration Number

1651395

Division Name (if applicable)

Phone Number (including area code)

936-521-4240

Street Address FAX Number (including area code)
3150 Pollok Dr. 936-539-2381

City State / Province ZIP Code Country
Conroe Texas 77303 USA

Contact Name Contact Title

John Willis

Facility Establishment Identifier (FEI) Number

X] Original
[]Add

[] oelete

Facility Establishment Identifier (FEI) Number

D Original
D Add D Delete

Director of Regulatory Affairs

Contact E-mail Address

jrwillis@bymemedical.com

X] Contract Sterilizer
[ ] Repackager / Relabeler

[ ] Manufacturer
[] Contract Manufacturer

[] Contract Sterilizer
[ ] Repackager / Relabeler

[] Manufacturer
[ ] Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

Country

State / Province | ZIP Code

Contact Name Contact Title

Contact E-mail Address

FORM FDA 3514 (3/08)

Add Continuation Page| Page 4 of 5 Pages

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

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

Standards No. Standards Standards Title Version Date
Organization
1 Standard Guide for Accelerated Aging of Sterile Medical Device 2007 04/01/2007
ASTM F 1980 ASTM Packages
Standards No. Standards Standards Title Version Date

Organization

i i i i ices- . i 08/01/2003
2 1SO 10993-1 - Blolpglcal Evaluation of Medical Devices-Part 1: Evaluation and 2003
Testing
Standards No. Standards Standards Title Version Date

Organization

3 1SO 10993-5 o Blologlga! Evaluation of Medical Devices-Part 5: Tests for in-vitro 1999 05/01/1999
Cytotoxicity
Standards No. Standards Standards Title Version Date

Organization

i i i i ices- : itati /01/2002
4 1SO 10993-10 Blologwgl.Eva.lluatlon of Medical Devices-Part 10: Tests for Irritation 2002 09/0
1SO and Sensitization
Standards No. Standards Standards Title Version Date
Organization
5 Standard Test Method for the Immunological Measurement of 11/01/2007
ASIMD 6499 ASTM Antigenic Protein in Natural Rubber and its Products 27
Standards No. Standards Standards Title Version Date
Organization
6 1SO 10993-7 - Blol.o'glcgl Evalu?tlon of Medical Devices-Part 7: Ethylene Oxide 1995 09/01/1995
Sterilization Residuals
Standards No. Standards Standards Title Version Date
Organization
7

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

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

Department of Health and Human Services

Food and Drug Administration

Office of the Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, Maryland 20857

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

FORM FDA 3514 (3/08) Page 5 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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' Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Indications for Use

o

Section 6
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use
510(k) Number (if known)
Device Name: DEFENDO™ Disposable Air/Water Valve for GI Endoscopes

Indications for Use:

The DEFENDO™ Disposable Air/Water Valve is intended to be used to control the
air/water function on an endoscope during a GI endoscopic procedure.

_

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
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

\\./

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

510(k) Summary of Safety &
Effectiveness Data

Section 7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Summary of Safety and Effectiveness Data

The Byrne Medical DEFENDO™ Disposable Air/Water Valve is intended to be used
to control the air/water function of an endoscope during a Gl endoscopic procedure.

The Byrne Medical DEFENDO™ Disposable Air/Water Valve is substantially
equivalent to the Olympus® MH-438 Air/Water Valve. The following table is a
comparison between the two:

Table 14-1: Comparison of features and principles of operation between the
DEFENDO™ Disposable Air/Water Valve and Predicate Device (Olympus®MH-438
Air/Water Valve, K001241)

Characteristic Byrne Medical Olympus® Same?
Part number 100304 MH-438 N/A
Trade Name 100304: DEFENDO™ Olympus® EVIS EXERA | N/A
Disposable Air/Water Valve| Colovideoscopes
510(k) Document | This submission K001241 N/A
Number
Product Code KOG FDF No
Regulation 876.1500 876.1500 Yes
Number
Class Il I Yes
Review Advisory | Gastroenterology/Urology Gastroenterology/Urology | Yes
Committee
Indications for use | The DEFENDO™ The Olympus® AirWater | Yes
Disposable Air/Water valve is intended to be
Valve is intended to be used to control the

used to control the

: : air/water function on an
air/water function on an

endoscope during a Gl Olympus ®endoscope
endoscopic procedure. during a Gl endoscopic
procedure.
Sterile Yes No, user must sterilize No
Single Use Yes No, re-sterilize, re-use No
Compatible Olympus® Yes
Endoscope(s) Olympus® 140/160/180/240/260
140/160/180/240/260 series endoscopes

series endoscopes

Patient Population | Male/Female, Pediatric to Male/Female Pediatricto | Yes
Adult Adult
Reusable or Disposable Reuseable No
disposable

_ Section 7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Summary of Safety and Effectiveness Data
Performance Testing
Comparitive Testing

Water Flow Test

Ten BMI 100304 Air/Water valves and ten Olympus MH-438 Air/Water valves
were compared to each otherin a side-by-side comparison of flow rates
through the endoscope, whereby 188 measurements were made over a time
period of 37.4 seconds measuring the rate of flow of water through the scope.
Measurements were taken at 0.2 second intervals for comparison and
statistical analysis yielded the following:

n=188
Correlation Coefficient r = 0.989

Olympus vs BMI
Air Water Valve

100
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40 e Qly M puUs

e By "NE

Flowrate mL/min

20
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FERSFRR/S @fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission

Byrne Medical, Inc., Conroe, Texas 77303

Additionally, measurements from 0 — 7 seconds were analyzed for
comparison, the 0-7 second period is significant as this is the typical amount of
time the user utilizes for lens cleaning. The following is a graphical depiction
of the results:
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n =36

Correlation coefficient r = 0.96

Olympus vs. Byrne

=== Qlympus

= By INE

Based on the above Comparative Testing results and the Bench Testing results (see
Bench Testing results, Section 20 of this submission)from the comparison between

the Olympus® and the Byrne M
Byrne Medical DEFENDO™Disposa

the Olympus® MH-438 Air/Water Valve.

edical Air/Water Valves, we have concluded that the
ble Air/Water Valve is substantially equivalent to

Questions? Contact FDA/CDRH/OCE/DID at CDRH-%@PA‘I’ZJS@fda.hhS.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Truthful and ACcuracy Statement

Questions? Contact FDA/CDRH/OCE/DID at CDRHISSSTA Us @fda.hhs.gov or 301-796-8118
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Traditional 510(k) Submission
Byrne Medical, Inc., Conroe, Texas 77303

Truthful and Accuracy Statement

Pursuant to 21 CFR 807.87(j), I certify that, to the best of my knowledge,
1. The data and other information contained in this premarket notification for the
Byrne Medical DEFENDO™ Disposable Air/Water Valve part number 100304, is
truthful and accurate, and that,

2. No material fact has been omitted.

A WV &-85-/0

John Mirector of Regulatory Affairs Date

Questions? Contact FDA/CDRH/OCE/DID at CDRFEEEISTArUs @tda.hhs.gov or 301-796-8118
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C DEPARTMENT OF HEALTH & HUMAN SERVICES
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T 10903 New Hampshire Avenue
Document Mail Center — WO66-0609
Silver Spring, MD 20993-0002

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

K102409
Date: November 3, 2010
To: The Record Office: ODE
From: Mary J Cornelius Division/Branch: DRGUD/ULDB

510(k) Holder: Byrne Medical, Inc

Device Name: Defendo™ Disposable Suction Valve #100304
Common Name:

Contact: John Willis

Phone: 936-521-4240

FAX: 936-521-2381

Email: jrwillis@byrmemedical.com

L. Purpose and Submission Summary: The 510(k) holder would like to introduce the
Defendo™ Disposable Air/Water Valve #100304 into interstate commerce. This is a new device
for Byrne Medical, Inc

IL Indications for Use; The DEFENDO™ Disposable Air/Water Valve is intended to be
used to control Air/Water function on an endoscope during a GI endoscopic procedure

III. Administrative Requirements:

Indications for Use page (Indicate if: Prescription or OTC}

Truthful and Accuracy Statement

310(k) Summary or 510(k) Statement

Standards Form #3654 http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654 pdf

\\\:E

Clinical Trials Form http://www.fda.gov/opacomfmorechoices/fdaforms/FDA-3'674.ndf

N/A

IV.  Device Description: (Section 13) The Byrne Medical DEFENDO™ Disposable air/water valve
is a sterile, single use disposable medical device. The DEFENDO™ Disposable air/water valve is
a trumpet style valve, which allows the user with the tip of a finger, to control the air/water
function on the endoscope by depressing the valve. This completes the circuit in the endoscope

K 102409 Defendo™ Disposable Suction Valve #100304 1 of 4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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By placing the-tip of the finger over the hole on top; it allows air to flow through the endoscope
allowing insufflation of the colon. By depressing the valve, water is allowed to flow into the
endoscope allowing for distal lens cleaning.

Yes | No | N/A
Is the device life-supporting or life sustaining? v
Is the device an implant (implanted longer than 30 days)? v
Does the device design use software? v
Is the device sterile? v
Is the device reusable (not reprocessed single use)? 4
Are “cleaning” instructions included for the end user? v

IV. Device Comparison: (Section 14)

Characteristic Subject; Byrne Medical, Inc Predicate: Olympus® Evis Exera
Colonoscopes K001241

Intended use The DEFENDO™ Disposable The Olympus®Disposable Suction
Suction Valve is intended to be Valve is intended to be used to
used to control the air/water control the air/water function on an
function on an endoscope during a Olympus® endoscope during a GI
GI endoscopic proc_:edure endoscopic procedure

Sterile/Single Use : Yes No

V1.  Labeling; (Section 15) Draft labeling has been'provided which includes detailed instructions for
use and an appropriate prescription statement as required by CFR 21.807.87 (e).

VII. Sterilization/Shelf Life/Reuse: (Section 16)

a. Sterilization method description ETO

(e.g., Steam, EtO, Radiation):

b. Dose, for radiation N/A
(e.g., 25 - 50 kGy):

c. Sterilant residuals remaining on the device: EO <20 mg/device
For EO, the maximurn levels of residuals of EO and ethylene ECH <12 mg/device

chlorhydrin that remain on the device (note: not to include ethylene
glycol residual level because the recognized standard,
"ANSI/AAMI/ISO 10993-7:1995 Biological Evaluation of Medical
Devices — Part 7: Ethylene Oxide sterilization residuals,” does not
include measurement of ethylene glycol residuals);

2. A description of the Validation Method for the sterilization cycle ANSVAAMU/ISO 11135

(not data):
(Full citation of an FDA recognized standard is recommended

(e.g., ANSVAAMI/ISO 11135))

3. Sterility assurance level (SAL): 10°®

(e.g., 10 for all devices (except 10~ for devices that contact intact

K 102409 Defendo™ Disposable Suction Valve #100304 : 2 of 4
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skin})

4. Is it labeled “Pyrogen Free”? ' X

If so, a description of the method:
(e.g., LAL (Limulus Amebocyte Lysate test))

5. A description of the packaging (07 ) e
(not including package integrity test data):

6. Shelf Life (ASTM F1980-2007) _ 3 years

VIII. Materials/Biocompatibility: (Section |7) The DEFENDOTM Disposable Suction valve is an
injection molded thermoplastic polycarbonate stem with thermoplastic elastomer over-molded
boot and a passivated stainless steel spring. There is no direct patient contact with this device
thus, biocompatibility testing was not necessary.

IX. Software: N/A

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safetyv: N/A

XI.  Performance Testing — Bench: (Section 20) Bench testing is performed to confirm that the
disposable 100304 DEFENDO™ Disposable Ait/Water Valve is equivalent to the predicate
443 Air/Water Valve. Testing included the following:

¢ Water flow;

XII. Performance Testing - Animal — Clinical: N/A

X. . Postmarket Surveillance Information: None

XI.  Substantial Equivalence Discussion:

K 102409 Defendo™ Disposable Suction Valve #100304 3 of 4
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Yes No
1. Same Indication Statement? v 1 If YES =Go To 3
| 2. Do Differences Alter The Effect Or Raise New Issues If YES = Stop NSE

of Safety Or Effectiveness?

3. Same Technological Characteristics? v IfYES=Go To 5

4. Could The New Characteristics Affect Safety Or fYES=GoTo6
Effectiveness?

5. Descriptive Characteristics Precise Enough? v IfNO=Go To 8

If YES = Stop SE

6. New Types Of Safety Or Effectiveness Questions?

If YES = Stop NSE

7. Accepted Scientific Methods Exist?

If NO = Stop NSE

8. Performance Data Available?

If NO = Request Data

9. Data Demonstrate Equivalence?

Final Decision: SE

XIL Recommendation
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class II,
Product Code: ODC endoscope channel accessory
FDF Colonoscope and accessories

Reviewer

Branc'r@ef ) U

K 102409 Defendo™ Disposable Suction Valve #100304

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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-é : Food and Drug Administration

(5

Office of Device Evaluation &
Office of In Viiro Diagnostics

WLALTY
ot a4,

. COVER SHEET MEMORANDUM

From:  Reviewer Name M Q @—wu/&% )
Subject: 510(k) Number <( OV&QO? :

To: The Record

Please list CTS decision code .S £

0O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
hitp /feroom.fda. gov/eRoomReq/Files/CORHA/CDRHPremarketNotification5 1 OkProgram/Q _5631/Screening%20Checklist%207%
202%2007.doc )

d Hold (Additional Information or Telephone Hold). ,
O Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

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

Indications for Use Page " Attach IFU

510(k) Summary /510(k) Statement :
Truthful and Accurate Statement. Must be present for a Final Decision \

. Attach Sz)mrnar.y

Is the device Class I11?
If yes, does firm include Class Iil Summary? Must be present for a Final Decision

Does firm .referenc;e standards?
(If yes, please attach form from http.//www.fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination pl‘Odl-JCt?”
(Please specify category see

http://eroom. fda.gov/eRoomReq/Files/C DRHSICDRHPremarketNotiﬂcation510kProgramIO 413biICO

MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff —- MDUFMA - Validation Data in 510(k)s for
. Reprocessed Single-Use Medical Devices,_http:f/www.fda.qov/cdrh/ode!qgidance/12‘1S.html)m_f

Is this device intended for pediatric use only? i yr

Is this a prescription device? (If both prescription & OTC, check both boxes.) | ,/
Did the application include a completed FORM FDA 3674, Certification with Requirements of

ClinicalTrials.gov Data Bank? - :

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

| 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?

All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days) S

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

T e e e ek e A et o s mmim s D i e mm o i e e e am

Adoreécént (12'years <1 By_fears ola) i

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age = 21 (different device design or testing, different protocol
procedures, etc.)

Rev. 7/2/07  Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7 v
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Transitional Adolescent B (18 -<= 21; No special consnderahons compared to adults => 21 years 1 2 L
old) . ; |
et © e e e o e o e m [P . e e e e d I

Nanotechnology e
Is this device sub]ect to the Tracklng Regulatlon? (IVIed|caI Device Trackmg " Contact OC. L, 7

Guidance, hitp./iwww.fda.gov/cdrh/comp/guidance/169.html) 'j
Regulation Number Class” Product Code

§ 724, s&°0 /A P

‘ *If unclassified, see 510{k} Staff)

Additional Product Gades:_F 2.

Review:

' A /éé_éféde /ké/l’?)////é
Final Review\ _ ) Tein f/é%

(Divisigh Director) " _ : “ (Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

l

Does New Devige Have Same  NO
Indication Stafement?—=———"»

|y

New Device Has Samgq Intended
Use and May be “Substargially Equivalent”

Diescriptive Information
about New or Marketed
Device Requested as Needed

Does New Device Have Same
Technological Characteriptics, = NO

©

Da the Differences Alter the Intended

Not Substantially

Therapeutic/Diagnostic/ete. Effect YES  Equivalent Determination
(in Deciding, May Consider Impact on
Safety and Effectiveness)?**
NO
<+ — —_—>
New Device Has 0

New [ntended Use

©

Could the New

¢.g. Design, Materials, efe.? == Characteristics Do the New Characteristics
YES Affect Safety or —— Raise New Types of Safety YES _ 5
@ l Effectiveness? or Effectiveness Questions?**
F 3
NO Are the Descriptive NO
Characteristics Precife Enough NO
i to Ensure Equival @ :
NO ' ‘
Are Performance Data Do Accepted Scientific
Available to Asses Equivalence?*#¢ Methods Exist for
Assessing Effects of NO
the New Characteristics?
YES
v
Performance Are Performance Data Available  NO
- Data Required To Assess Effects of New
Characteristics?***
YES
DR Qo
Y
®  Performance Data Demonstrate Performance Data Demonstrate
Equivalence? ———— {1 . - <  Equivalence?  ——o
YES YES NO

NO

()

Determin;

o
o

marketed and “predicate” (pre-Amendments or reclassified

Yo e o
g e e

“Subs'tantia]]y Equivalent”

W @

ation

510{k) Submissions compare new devices to marketed devices. FDA réqucsts additional information if the relationship between

post-Amendments) devices is unclear.

" This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature.

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





