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Byrne Medical Incorporated /'

Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

510(k) SUMMARY

Submitted By: Byrne Medical Incorporated
3150 Pollock Drive NOV 3 0 2009
Conroe, TX 77303
Tel: 936-539-0391
Fax: 936-539-2381

Contact Person: Chris Hierhoizer
Quality Control Manager

Date Prepared: April 22, 2009

Common Name: Injector

Trade/Proprietary Name: ERBELIFTTM Hand Pump and Flexible Probe

Classification Name: Endoscopic Injection Needle (21 CFR Part 876.1500)

Product Code: FBK

Legally Marketed
Predicate Device: Endoscopic Injection Needle 510(k) Number: K924102

and Endoscopid Injection Needle/Snare 510(k) Number:
K(040961

Device Description:

The ERBELIFT Tm Hand Pump and Flexible Probe are used for the delivery of
pressurized sterile normal saline to the submucosa to lift poiyps or other mucosal
lesions. A control syringe is filled with sterile normal saline. The filled syringe is
attached to the Flexible Probe via a hub with a standard luer lock and loaded into the
Hand Pump. The Flexible Probe is primed with the saline and then the distal end of
the Probe is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target tissue without puncturing
the mucosa.. Then, the trigger of the Hand Pump is squeezed to produce
pressurized saline from the control syringe and through the Probe into the bed of the
polyp or lesion to achieve a desired tissue lift.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

The Hand Pump is made of nylon and stainless steel. It is 8-3/4" (22 cm) long, 6"
(15 cm) wide,.and having a thickness of 2-1/2" (6 cm). The Pump per squeeze of
the handle delivers approximately 0.75 ml of normal saline. The Flexible Probe is
made of Polyetheretherketone (PEEK) and nylon (Note: Medical grade inks and
reducer are used to imprint logos on the device.). It has a 1.3 mm Outer Diameter
and length of 260 cm. The distal tip is tapered to approximately 0.005" and delivers
a jet stream of 120 um. The Hand Pump with the Flexible Probe can generate
pressures in the approximate range of 145 to 650 psi which correlates to flow rates
of 17 to 38 ml/minute.

The Hand Pump is reusable with the Flexible Probe being provided as sterile and
single use.

Intended Use:

The ERBELIFT TM Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

Similarities and Differences of the Proposed Device to the Current Devices
(Predicate Comparison/Substantial Equivalence):

Similarities
The ERBELIFT Hand Pump and Flexible Probe have an intended use that is within
the intended uses of the predicates. Also, like the predicates, the purpose is the
same in that the devices are for the injection of fluids into tissue for endoscopic
purposes. The lifting medium (i.e. sterile normal saline) is also a part of the types of
solutions identified for use with the predicates. The materials used for the proposed
device are also similar to the predicates. Additionally for accompanying various
types and sizes of endoscopes, the working length of the Flexible Probe is
comparable (260 cm) to the predicates (230 cm). Both predicates also require the
need for a syringe connected via standard luer lock like the proposed device (Note:
A designated control syringe is used to ensure sufficiency in regards to strength and
durability. The control syringe is identified in the Instructions For Use for the
proposed device.). Furthermore, the Flexible Probe is sterilized via Ethylene Oxide,
single use, and disposable as are the predicates.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Differences
The Hand Pump is an additional component for the ERBELIFTTM system as
compared to the predicates. The Pump provides the force to the control syringe to
induce the pressurized fluid into the submucosa as com_~pared to the force of the
needle and fluid hand pushed from a syringe to lift polyps or other mucosal lesions.

The technology employed in the ERBELIFT product has been widely used in
medical devices since the 1900s. Needle-free injection devices, first called "jet
injectors," were developed in the 1930s and used extensively for over 50 years in
mass human vaccination programs for smallpox, polio, and measles.1'2'3 Using
mechanical compression to force fluid through a small orifice, these devices
produced a high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for
a 21-gauge needle) that could penetrate skin and subcutaneous tissue4. These
devices are used today to inject insulin, cardiovascular dyes, etc. The manual fluid
injectors are classified by FDA as product code.KZE.

Functional bench and animal lab testinrg has demonstrated that the ERBELIFT Hand
Pump and Flexible Probe lifts the submucosa safely and effectively. See Section
Ill, Product Data - Performance Testing.

The types of materials used for the Flexible Probe are similar to the predicates but
specific materials are slightly different. Therefore, biocompatibility of the specific
materials for the Probe was demonstrated. See Section III, Product Data -
Biocompatibility Study.

Besides the Use of a Hand Pump with the ERBELIFT system to provide the force
needed to lift the mucosa in comparison to force of a needle and fluid pressure from
the predicates, the working diameter and tip/fluid stream of the ERBELIFT Flexible
Probe is much smaller (i.e. a working diameter of 1.3 mm with a tipped Inner
Diameter of approximately 0.120 mm as compared to a working diameter of 2.5/3.0
mm respectively with a 25 G needle/tip of 0.508 mm Outer Diameter and 0.241 mm
Inner Diameter for the predicates). For the ERBELIFT Flexible Probe the smaller
diameter and fluid stream with no mechanical needle injection causes less
penetration tissue damage. Also, because fluid seeks the path of least resistance it
is easier to find the tissue plane and easier to create a lift. See Section Ill, Product
Data - Performance Testing.
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Byrne Medical Incorporated J 9'
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Conclusion:

The ERBELIFT Hand Pump and Flexible Probe's intended use is a part of the
predicate's indications in the previously cleared 510(k)s. The ERBELIFT system has
slightly different principles of operation and technological characteristics as the
predicate devices. The use of an amplified fluid force via the Hand Pump as
compared to the force of a needle and pressure from pushing a syringe by hand with
the predicates (i.e. mechanical trauma of a needle with less fluid pressure) was
found to be less traumatic to tissue because of the penetration size being much
smaller as well as it being easier to do because of fluid dynamics. The modifications
of having a Hand Pump instead of a needle as well as a Flexible Probe with a
smaller working diameter and tip configuration did not raise any new safety or
efficacy concerns. In conclusion, all the changes were verified or validated. As a
result, the ERBELIFT Hand Pump and Flexible Probe did not adversely affect safety
or effectiveness.

'Reis EC, Jacobson RM, Tarbell S, Weniger BG. Taking the sting out of shots: control of
vaccination-associated pain and adverse reactions. Pediatr Ann. 1998;27:375-386.

2Hingson RA, Davis HS, Rosen M. The historical development of jet injection and envisioned uses
in mass immunization and mass therapy based upon two decades experience. Mil Med.
1963;128:516-524.

3Chase CCL, Daniels CS, Garcia R, et al. Needle-free injection technology in swine: Progress
toward vaccine efficacy and pork quality. J Swine Health Prod. 2008;16(5):254-261.
(http://www. aasv. orqlshap/issuesA/16n5/vf 6n5p254.htm

Mitragotri S. Immunization without needles. Nat Rev Immunol. 2005;5:905-916
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4, ,4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room- W066-G609
Silver Spring, MD 20993-0002

Byrne Medical, Inc.
% Mr. Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Intertek Testing Services
2307 East Aurora Road, Unit B7
TWINSBURG OH 44087

Re: K092090
Trade/Device Name: Erbelift Hand Pump and Flexible Probe
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: FBK
Dated: September 28, 2009
Received: September 29, 2009

Dear Mr. Lehtonen:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act., The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class HI (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-
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safet¥/ReportaProblem/default.htln for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

erely yours,

anin MMorris
Acting Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (ifknown): / C 9.., 0C

Device Name: Byrne Medical, Inc.'s ERBELiFTTM I-and Pump and Flexible Probe

Indications For Use:

The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for
the induction of sterile normal saline into the submucosa to lift polyps or other mucosal lesions
using direct visualization through a flexible efidoscope.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisita Sign-Offw
Division of Reproductive, Abdominal,

and Radiological DevicDs/-

510(k) Number'_]_______] _0
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;(-1,,,, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room- W066-G609
Silver Spring, MD 20993-0002

Byrne Medical, Inc.
% Mr. Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Intertek Testing Services
2307 East Aurora Road, Unit B7
TWINSBURG OH 44087

Re: K092090
Trade/Device Name: Erbelift Hand Pump and Flexilie Probe
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: FBK
Dated: September 28, 2009
Received: September 29, 2009

Dear Mr. Lehtonen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 1I (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

/.
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device-related adverse events) (21 CFR 803); good mAnufacturing practice requifrements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 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 http2://www.fda. gov/AboutFDA/CentersOfflces/CDRH/CDRHOffices/ucmI 1.5809.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 premar ket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda. 2ov/MedicalDevices/Safetv/ReflortaProblem/default.htlfl for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

erely yours,

anin MMorris
Acing Director, Division of Reproductive,
Abdomrinal, and Radiological Devices

Office of Device Evaluation
Center for. Devices and Radiological Health

Enclosure
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Indications for Use

5 1O(k) Numnber (if known): 1< 0 9st~ o a

Device Name: Byrne Medical, Inc.'s ERBELIFTTM Hand Pump and Flexible Probe

Indications For Use:

The RBRELIFT I-land Puinp in conjunction with an ERBELIFT Flexible Probe is indicated for
the induction of sterile normal saline into the submucosa to lift polyps or other mucosal lesions
using direct visualization through a flexible endoscope.

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

(Part 21 CFR 801 SuibpartDE) (21 CFR 807 Subpart C)

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

Concurrence of CDRHR, Office of Device Evaluation (ODE)

I~~~~~~~vsb inOf
Division of Reproductive, Abdominal,

Page 1 oftI
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

+D ERNOHT&USRCU.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center - W066-0609
10903 New Hampshire Avenue
Silver Spring. MD 20993-0002

August 03, 2009

51 0k Number: K092090
BYRNE MEDICAL INC.
c/o FNTERTEK TESTING SERVICES Product: ERBELIFT HAND PUMP AND FLEXIBL

2307 EAST AURORA ROAD UNIT B7
TWINSBURG, OHIO 44087
UNITED STATES
ATTN: DANIEL W. LEHTONEN

We are hold-ing your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center (HFZ-40 1) at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at
lhttp://www.fda.K,,v/Medica]Devices/DeviceReguiationandGuidance/GLuidanceDocunments/ucm~O89402.hmxll

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
ht tp ://www. fda.go v/M edic alDevic es/De vic e R egulatio n and G uidan ce/Over-view/M edic aid evice P rovisio n sofF D A Mo d e
nizationAct/ucir I 36685.litin.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(l)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (5 10(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 51 0(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
littp://www.fda.gyv/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumnents/ucm~iO89735.hti. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 51Ok staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health

C75'
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

-. I. ;~.~ v,~ ~ 'n~ Foo d and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

July 14, 2009

5 1 Ok Number: K092090
BYRNE MEDICAL INC.
c/o INTERTEK TESTING SERVICES Received: 7/14/2009

2307 EAST AURORA ROAD UNIT 87 Product: ERBELIFT HAND PUMP AND FLEXIBL

TWINSBURG, OHIO 44087

UNITED STATES
ATTN: DANIEL W. LEHTONEN

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 5 10(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 5 10(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)(HFZ-401 ) 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/cdrh/mdufma/index.html
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 5 10(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)

amended the PHS Act by adding new section 4020) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form (http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3674.pdf) accompany 5 10(k)/HDE/PMA

submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological
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Product, and Device Applications/Submissions: Compliance with Section 4020) of The Public Health Service Act,

Added By Title VIII of The Food and Drug Administration Amendments Act of 2007"

(http://www.fda.gov/oc/initiatives/fdaaa/,uidance certificationshlmnl). 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: I) Guidance for Industry and FDA Staff

entitled. "Interactive Review for Medical Device Submissions: 51 0(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
bttp://www.fda.gov/cdrh/ode/guidance/1655.pdf 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 www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to

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

In all future prernarket 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 electronic copy. For more information about the program, including the formatting requirements,

please visit our web site at www.fda.gov/cdrh/elecsub.html. In addition, the 510(k) Program Video is now available foi
viewing on line at www.fda.gov/cdrh/video/5 10k.wnv.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice

www.fda.gov/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at

(240) 276-3 150 or the toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the 510(k) Staff at

(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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2307 E. Aurora Rd. Unit 87
Twinsburg, OH 44087

Telephone: +1 330-405-3552
FacsImile: +1 330-405-5518
www.intertek-eotsemko.com

09 Jul 2009 FL)4 CDRN

CDRH Document Mail Center
Mailstop HFZ-401 Al/2
Attention: THIRD PARTY REVIEW e 4
9200 Corporate Boulevard 2009
Rockville. Maryland 20850

Dear Third Party Review,

Enclosed is a Traditional 510(k), which has been reviewed by Intertek Testing Services NA. Inc. The technical
reviewer and primary contact, should additional information be required, is:

Daniel W. Lehtonen Telephone: (937) 313-7454
Interdek Testing Services NA. Inc. Fax: { 330) 405-5518
2307 E Aurora Rd. Unit B7 E-mail: dan.lehtonen@intertek.com
Twinsburg, OH 44087

Device and Submission Details

Project Number: 3179301

Date Received from Sponsor: 28 April 2009 -

510(k) Submitted by: Byrne Medical, Inc.
Address: 3150 Pollok Drive

Conroe, TX 77303

Contact Name: Mr. Chris Hierholzer
Title: Quality Control Manager
Telephone No: (936) 539-0391
Facsimile No: (936) 539-2381
E-mail Address: chierholzer(bymemodical.com

Device Proprietary Name: ERBELIFT I" Hand Pump and Flexible Probe
Device Common or Usual Name: Injector
Device Classification Name: Endoscopic Injector Needle, Gastroenterology I Injeclor, Fluid, Non-

electrically Powered

Classification Panel: Gastroenterology and Urology
Regulation Number(s): 21 CFR 876.1500 Product Code(s): FBK

Our recommendation is that the device is substantially equivalent to the legally marketed devices referenced In
the review memo.

NOTE: For FDA convenience, a copy of the Final Indications for Use form and 510(k) Summary are
located behind this letter.

Resppc y Yours,

/ CE
Kogoma .....

Rspoflnsible Third Party Official (g,~

$0 1.4,li J2W 2CO?) tMndstey7
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT'TM Hand Pump and Flexible Probe

XVII. Recommendation

Regulation Number: 21 CFR 876.1500

Regulation Name: Endoscopic Injector Needle, Gastroenterology I Injector, Fluid, Non-
Electrically Powered

Regulatory Class: II

Product Code: FBK

Primary Third Party Reviewer:

Daniel W. Lehtonen Date
Sr. Staff Engineer - Medical Devices

Resp /~31e Third Party Official: .

Srjay7!; , kogomna Date

Sr/ taff Engineer - Medical Devices

Branch Chief Date

The following Appendices are attached to this review memo

SE Flowchart .................................................................................................................... Appendix A1.1
Written Communications in Reverse Chronological Order ................................................Appendix A1.2

Page 31 of 31
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Indications for Use

5 10(k) Number (if known):

Device Name: Byrne Medical, Inc.'s ERBELIFTTM Hand Pump and Flexible Probe

Indications For Use:

The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for
the induction of sterile normal saline into the subrnucosa to lift polyps or other mucosal lesions
using direct visualization through a flexible endoscope.

K. )

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

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

Concurrence of CDRF-, Office of Device Evaluation (ODE)

Page I oftI
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTIMr Hand Pump and Flexible Probe

510(k) SUMMARY

Submitted By: Byrne Medical Incorporated
3150 Pollock Drive
Conroe, TX 77303
Tel: 936-539-0391
Fax: 936-539-2381

Contact Person: Chris Hierholzer
Quality Control Manager

Date Prepared: April 22, 2009

Common Name: Injector

Trade/Proprietary Name: ERBELIFTTm Hand Pump and Flexible Probe

Classification Name: Endoscopic Injection Needle (21 CFR Part 876.1500)

Product Code: FBK

LegalIV Marketed
Predicate Device: Endoscopic Injection Needle 510(k) Number: K924102

and Endloscopic Injection Needle/Snare 510(k) Number:
K040961

Device Description:

The ERBELIFTTm Hand Pump and Flexible Probe are used for the delivery of
pressurized sterile normal saline to the submucosa to lift polyps or other mucosal
lesions. A control syringe is filled with sterile normal saline. The filled syringe is
attached to the Flexible Probe via a hub with a standard luer lock and loaded into the
Hand Pump. The Flexible Probe is primed with the saline and then the distal end of
the Probe is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target tissue without puncturing
the mucosa. Then, the trigger of the Hand Pump is squeezed to produce
pressurized saline from the control syringe and through the Probe into the bed of the
polyp or lesion to achieve a desired tissue lift.

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFT TM Hand Pump and Flexible Probe

The Hand Pump is made of nylon and stainless steel. It is 8-3/4" (22 cm) long, 6"
(15 cm) wide, and having a thickness of 2-1/2" (6 cm). The Pump per squeeze of
the handle delivers approximately 0.75 ml of normal saline. The Flexible Probe is
made of Polyetheretherketone (PEEK) and nylon (Note: Medical grade inks and
reducer are used to imprint logos on the device.). It has a 1.3 mm Outer Diameter
and length of 260 cm. The distal tip is tapered to approximately 0.005" and delivers
a jet stream of 120 um. The Hand Pump with the Flexible Probe can generate
pressures in the approximate range of 145 to 650 psi which correlates to flow rates
of 17 to 38 ml/minute.

The Hand Pump is reusable with the Flexible Probe being provided as sterile and
single use.

Intended Use:

The ERBELIFTTM Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

Similarities and Differences of the Proposed Device to the Current Devices
(Predicate Comparison/Substantial Equivalence):

(~~~~~~~~~~~~~~~~
Similarities
The ERBELIFT Hand Pump and Flexible Probe have an intended use that is within
the intended uses of the predicates. Also, like the predicates, the purpose is the
same in that the devices are for the injection of fluids into tissue for endoscopic
purposes. The lifting medium (i.e. sterile normal saline) is also a part of the types of
solutions identified for use with the predicates. The materials used for the proposed
device are also similar to the predicates. Additionally for accompanying various
types and sizes of endoscopes, the working length of the Flexible Probe is
comparable (260 cm) to the predicates (230 cm). Both predicates also require the
need for a syringe connected via standard luer lock like the proposed device (Note:
A designated control syringe is used to ensure sufficiency in regards to strength and
durability. The control syringe is identified in the Instructions For Use for the
proposed device.). Furthermore, the Flexible Probe is sterilized via Ethylene Oxide,
single use, and disposable as are the predicates.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Differences
The Hand Pump is an additional component for the ERBELIFT TM system as
compared to the predicates. The Pump provides the force to the control syringe to
induce the pressurized fluid into the submucosa as compared to the force of the
needle and fluid hand pushed from a syringe to lift polyps or other mucosal lesions.

The technology employed in the ERBELIFT product has been widely used in
medical devices since the 1900s. Needle-free injection devices, first called "jet
injectors," were developed in the 1930s and used extensively for over 50 years in
mass human vaccination programs for smallpox, polio, and measles. 1'2' 3 Using
mechanical compression to force fluid through a small orifice, these devices
produced a high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for
a 21-gauge needle) that could penetrate skin and subcutaneous tissue 4. These
devices are used today to inject insulin, cardiovascular dyes, etc. The manual fluid
injectors are classified by FDA as product codeKZE.

Functional bench and animal lab testing has demonstrated that the ERBELIFT Hand
Pump and Flexible Probe lifts the submucosa safely and effectively. See Section
III, Product Data - Performance Testing.

The types of materials used for the Flexible Probe are similar to the predicates but
specific materials are slightly different. Therefore, biocompatibility of the specific
materials for the Probe was demonstrated. See Section III, Product Data -
Biocompatibility Study.

Besides the use of a Hand Pump with the ERBELIFT system to provide the force
needed to lift the mucosa in comparison to force of a needle and fluid pressure from
the predicates, the working diameter and tip/fluid stream of the ERBELIFT Flexible
Probe is much smaller (i.e. a working diameter of 1.3 mm with a tipped Inner
Diameter of approximately 0.120 mm as compared to a working diameter of 2.5/3.0
mm respectively with a 25 G needle/tip of 0.508 mm Outer Diameter and 0.241 mm
Inner Diameter for the predicates). For the ERBELIFT Flexible Probe the smaller
diameter and fluid stream with no mechanical needle injection causes less
penetration tissue damage. Also, because fluid seeks the path of least resistance it
is easier to find the tissue plane and easier to create a lift. See Section III, Product
Data - Performance Testing.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Conclusion:

The ERBELIFT Hand Pump and Flexible Probe's intended use is a part of the
predicate's indications in the previously cleared 510(k)s. The ERBELIFT system has
slightly different principles of operation and technological characteristics as the
predicate devices. The use of an amplified fluid force via the Hand Pump as
compared to the force of a needle and pressure from pushing a syringe by hand with
the predicates (i.e. mechanical trauma of a needle with less fluid pressure) was
found to be less traumatic to tissue because of the penetration size being much
smaller as well as it being easier to do because of fluid dynamics. The modifications
of having a Hand Pump instead of a needle as well as a Flexible Probe with a
smaller working diameter and tip configuration did not raise any new safety or
efficacy concerns. In conclusion, all the changes were verified or validated. As a
result, the ERBELIFT Hand Pump and Flexible Probe did not adversely affect safety
or effectiveness.

Reis EC, Jacobson RM, Tarbell S, Weniger 8G. Taking the sting out of shots: control of
vaccination-associated pain and adverse reactions. Pediatr Ann. 1998;27:375-386.

2 Hingson RA, Davis HS, Rosen M. The historical development of jet injection and envisioned uses

in mass immunization and mass therapy based upon two decades experience. Mil Med.
1963;128:516-524.

3Chase CCL, Daniels CS, Garcia R, et al. Needle-free injection technology in swine: Progress
toward vaccine efficacy and pork quality. J Swine Health Prod. 2008;16(5):254-261.
(http:I//www.aasv. orq/shap/issues/v16n5/v16n5p254. htm

...__. 4Mitragotri S. Immunization without needles. Nat Rev Immunol. 2005;5:905-916
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Standard Data Report for 510(K)s; AAMI/ANSI/ ISO 10993-1:2003 Biological
evaluation of medical devices, Part 1: Evaluation and testing

Form Approved: OMB N., 00D0-0120: E
5

pl
t
rl

t
lo Dole: 8131/10

Department of Heoath and Human Selfless
Food and Drug AdmInIstratIon

STANDARDS DATA REPORT FOR Si0(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 51 0(k) that roefernces
a national or International standard, A separate report Is required for each standard referenced In the 5 I 0(k).

TYPE OF 610(K) SUBMISSION

0 Truditonet El Speid [ AkEreviated

STANDARD rrTIrLE
AAMI / ANSI I ISO 10993-1: 2003, 13lotogicrI cvntrurilon or'mcdicel daices.l Pnlo : Evateurllont ,ird rllng

Please answer the following questions Yes No

Is this standard recognized by FDA '? ....................................................................................................... . . . E l

FDA Regognltion number ~ ~~~~~ ......... .. ........ ..... ........... ... .....................................................t 59FDA Recognitlon numbe r3 .
---- It 2-98

Was e titird party laboratory responsible for testing conformtly of the device to this standard Identified
In the 510(I)? ....................... ................................................................................ 0..................................... [[

Is a summary report 4 describing the extent of conformance of the standard used Included In the
510 (k)? .......................... ............. ............................................................................................... ................. .. ][
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 to this device? ................................................................................................................................

Does this standard Include acceptance criteria? ................................................................. 5......................
If no, Include the results of testing In the 510(k).

Does this standard Include more then one option or selection of the standard? ..........................................
-I yes, report options selected In the summary report table,

Were there any deviations or adaptations made In the use or the standard? ..... 5......................................... El 0
if yes, were deviations In accordance with the FDA supplemental Information sleet (SIS) ? ..................... F

Were deviations or adaptations made beyond whet Is specitied in the FDA SIS? ........................
If yes, report these deviations or adaptations In (lie summary report tablei

Were there any exclusions Fmm the standard? .............................................................................................
it yes; report these exclusions In the summary report table,

e
Is there an FDA guidalice that Is associated with this standard? ........................................................... 5 I
If yes, was ihe guidance document followed In preparation of this 510k? ....................... .............. FJ El'

Title of guidance:

I The foamlsng cannvanl [or Iha OlN Is: (tDOt [nurne.t IIeIsttemi cerolscatir, body hv.otved In confocrmance asissnent lb bile
JIle at standard] [dele a pu blluaIn] S Tendend. Tit steraor repor Indad IrNloUm soon on elm standards

= AuthoIt [21 UO.C. 380dl, rbv."Jfde.goe/adrll/ldsprog.htm- tfiized darInd ihe development of the device.
* Irilp:/www~ecoadsle~la~fda~gov[rlpls/c drtVctddrseslotS~ndeards/ I The aupptrno0ntl Intormallao s hetl (SIB) Ia addltIonal Infloarmlton
seurmh.ota 'Wvh Is nscesar betore FDA reoognlzos Ihe standard, Fornd at
ThO stitlortiery repor should Incrude: any edaptapions used to adapt INewvaoosdata.Ide..ev/sostpls/od h~docs/clSrnduds/seardh.crm
to the device under review (tar exnnple, alIernalive test meltrads); The oNIre scor CO lRH Gdldnrce Doaenenls can be Dourcl al
rhlIce, movda wtien oplrm& or a slsiuon ol met`ods aDe desribed; wwwW.1d.govIcdth/gWdenc.htmlt
devlation. from tise tlndard; requtremernt not applicabte to Ih.
dovloe; and Ihe name address of [h. tl laboratory or

FORM FDA 3654 (9)07) P~age 13
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTIM Hand Pump and Flexible Probe

Standard Data Report for 510(K)s; AAMI / ANSI / ISO 11135-1: 2007, Sterilization of
health care products - Ethylene oxide - Part 1: Requirements for the development,
validation, and routine control of a sterilization process for medical devices

Form Approved: OMB No. 0910-0120; Esphrthlon OatI: M31lIO

Departmnent of Heellh and Humnan Service,
Food and Drug Admnislrmelaor,

STANDARDS DATA REPORT FOR 510(K)S
(Th be filled In by applicanf)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a nationsal or International standard. A separate repori is required for each standard referenced In he 51 O(k).

TYPE OF 610(I) SUBMISSION
[ Tnodlianal [] Spacial El Abbhoaiatad

STIANDARO TITLE'
AAMI I ANSi I ISO II 135-: 2007, Srodlitdad or1helilh crae pmdeaie -EilIytcde aelda -Peri I: Rtc1tuVranei'ta the dvon[esrit. valdsitnin, amd
rotie entrmml are stenilizellan proces, ran mrlodil dol.cs

Please answer the following questions Yes No

Is this standard recognized by FDA '? ....................... ............................................................................ 0 El

FDA Recognition number ......... it 14-228

Was a third party laboratory responsible for lesting conformnity of the device to this standard Identified
In the 510(i)? ................................................................................................................................................

Is a summary report 4 describing the extent.of conformance of tile standard used Included In the
61 0(k)? .............................................................. ........................................................................................... . ] [
If no, complete a summary report table.

Does the test date for this device demonstrate conformity to the requirements of this standard as It
pertains la this device? .................................................................................... :.........I....... ........................... . []]

Does this standard Include acceptance criteria? ........................................................................................ El[
If no, Include the results of testing in the 610(k).

Does lidl standard Include more than one option or selection of the standard? ................... ..................I.... El 0
If yes, report options selected IIt (lie 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 supplomental Itnormation shoot (SIS)? ..................... El] [

Were deviations or adaptations made beyond what Is specflied in the FDA VS? .......................................
If yes, report these deviations or adaptations In tie summary repori labIa.

Were there any exclusions from tle standard? .........................................................: .........................
if yes, report these exolusions In the summary report teabe.

0
Is there an FDA guidance that Is associated with this standard? ........................................... .. [.
If yes, was the guidance document followed In preparation of this 5 Ok? ............................................ .......

Tite of guidance:

ITie feioahiig SOOlnbo nor the lie Is; SDO taumneric IdehIllel d o0ediilcadlon body IrWioivdIn conIlomrnnc aesuntslnil to this
fliU at etandrdt Idols of pubilcslant .eOerd. The summary report In.eludes Int.ena.iIa. on ell sliderda
Autiadly [21 U.S.C. 3Od], 1wwt.da.gov/cdr .tnispros~i h aet ullllzed during tie. deveopmenit of Ithi devtre.

p The supploeenial Inlorn cheat (SIs) I[ additional biomSonfia
searchelm wh ich is necesma/y before FDArecogalzes lme standsyd. Found at
The eumrnary aepod ahoutd Include: any adapta.tios used to Whdap
to the doets under teavL (Ior examinpe. aermave lost melhodsp ' The oiline health so CDRH Guldn.ce Documents can bh found at
choices made wheia n optlanm or a eslalin ot melhods are described; ww.Ida.gov/adrh/guidnce.ihhinl
deiaaion, rorm the stardard: roquireemaano! ean ppicabie to Ilel
device: and tie name.. address ol Ihe eIl, lborelamy or

FORM FDA 3S54 (2107) Page 1 .c e- r tare £F
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*0 ~~~~~~Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

Standard Data Report for 51OQK~s; AAMI I ANSI I ISO 10993-1: 1995, Biological
Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization Residuals

Form Aliprovd: OME No..01tQ0120; Eaplannten Dais: =/1110

a national or intemnationol standard. A separate report Is required for each standard referenced In the 510(k).
TYPE OF 050(K) SLUBMISSION

0Treditiotial El spe~Ie] F] AbbrvIated

TAO TInTL-E
AAMI IA N"II 'IO I10053-i: I1995, DileigiriEal ffinka of odicul Deie.nPr 7: Dihylest Oxide Siailbigln, Itciduais

Pleaseanswerthe folowin questions yes No

Is this standard recognized by FDA 27 ............................ ...........................

FDA Recognition number…- -…--' i 14-76

Was a third party laboratory responsible for [eating conformity of the device to this standard identified
in the ( ) ..........................51...........0........k..)..................0...... ...

Is a summary report describing the extant of conformance of the standard used inclujded in the
6 110( ..................k...............................?................... .... ~
If no, complete a summary report table,

Does the test data for this device demonstrate coinformilty to the requiurements of this standard as It
pertaions s e ic ?..............to.. ........is........device? -.................. 0.......
Does this standord Include acceptance ariteria?.................... .......... ................
if no, Include the results of testing In the 510(k).

Dons this standard Include more than one option or selection of the standard?.,...................... EJ 0
If yes, report options selected In the summary report table.

Were theme any deviations; or adaptations cede in the use of the standard? ...... ................
If yes, warn deviations In eccordance with the FDA supplemental Information sheet (SIS) j?. . ......... l El
Were deviations or adaptations made beyond what is specified In the FDA Ia? . .................... E 0
Ifyes, report these deviations or adaptations fin the summary report table.

Werre there any exclusions fromn the slandard?7.................... ... ..... . ...... El 0
If yes, report these exclusions In the surmmery report table.

Is there an FDA guidance that Is asisoclatad with this standard? ............................... El I
If yes, was the guidance document followed In preparation of this Sink? ........................... l El
Title of guidance:

The fonMithtii corw~artior or Vis 1Lila Is: iSDOI i~untroi deadler) tartltctto body involved in .oilornman s .. eansmnit in 'lhia
idleh oi tanderd if data oipu1atonsadard. Ine. sunreer ispor tdea nonirstion on at 1tndard
A.Uthorty(21 U.SZ.C 360d), vnwfsgvWrvtsrgiwluiteed dudeg, Via dave~itpet of ith device

httpN'wr~eeooadas~ta~goko~ttt/oswdoos/isseuema * he espptamuntal Intersatonaka slie (SIS) Is aditonlalrdolbsaset'on
..aenrotoi . hich Is necessary belo FDA oreconize tha stnandod. Found at
rn. summay reord should Inlude: sany adaptations used to adapt tstrtwacedtodagn/rpsededckltdsd/aeitn
to the doarie undertov~w. (ier waenipt, 6itemat. teat antahode); *Th. Win.li .sUh of CORK Outdono. Documents can ho totd .i
etohteesnrd,, whet cottons ore. atslonofmtiab. .bdn are dasnsilbd; v~w.Ida.gov/cdrh/guudance.tr ilm
rnvistione tram tine standard; raqureadrants net amoilablo to tIne
datvtca; anid (tin name address ot the last tebo...tory or

FORM FDA 3054 (0/07) Page 1rsoziiii.eS
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3150 Pollok Dr.
Conroe, TX 77303

Main Line: (936) 539- 0391
:t~ah -A~W M B im e M egato Slui MainFax: (938) 539 -2381

The Universal Irrigation Solution

April 22, 2009

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

RE: Traditional 510(k): Byrne Medical, Inc. - ERBELIFT TM Hand Pump and Flexible Probe

Dear Intertek Reviewer,

Per agreement, three (3) original paper copies of the submission with one (1) having all
original signatures are enclosed with an electronic copy.

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act and in
conformance with 21 CFR Part 807, premarket notification is hereby made of the intention of
Byrne Medical, Inc. to introduce into interstate commerce for commercial distribution
ERBELIFT Hand Pump and Flexible Probe. This notification authorizes Intertek to submit
this 510(k) to FDA as well as discuss the submission with the Agency.

See the CDRH Submission Cover Sheet for the 510(k)'s general elements and the Table of
Contents for specific locations of the information in support of the elements. It was Byrne
Medical's attention to have included all the necessary information to support the review.
However if any more information is needed or questions arise, please feel free to contact the
technical support person for the submission, Mr. John Tartal at 1-800-778-3723 Ext. 133.

Thank you in advance for your timely review.

Sincee' ,

Chris Hierholzer
Quality Control Manager
Byrne Medical, Inc.

MKT-r12 Revision A
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT Th Hand Pump and Flexible Probe

THIRD PARTY CERTIFICATION STATEMENT

I, Jay Y. Kogoma, an employee of Intertek Testing Services NA, Inc. hereby and
certify that for the Premarket Notification reviewed:

a) I continue to meet the personnel qualifications and prevention of
conflict of interest criteria reviewed by FDA.

b) Statements made in my review as a third party are true and accurate to
the best of my knowledge

c) My review is based on the 510(k) that I submitted with the review
d) I understand that the submission to the government of false

information is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q).

Name: Date: 6s H :,'<,
Printed Name: ay / rn
Title: Sr. taff Engineer - Medical Devices

Intertek Testing Services NA, Inc.
2307 East Aurora Rd, Unit 87, Twinsburg, OH 44087

Telephone: 1-330.405-3552 Fax: 1-330.405-5518 Web: www.intertek-etlsemko.com
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Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTh Hand Pump and Flexible Probe

THIRD PARTY CERTIFICATION STATEMENT

I, Daniel W. Lehtonen, an employee of Intertek Testing Services NA, Inc. hereby and
certify that for the Premarket Notification reviewed:

a) I continue to meet the personnel qualifications and prevention of
conflict of interest criteria reviewed by FDA.

b) Statements made in my review as a third party are true and accurate to
the best of my knowledge

c) My review is based on the 510(k) that I submitted with the review

d) I understand that the submission to the government of false
information is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q).

Name: UDate: 062 IAAN( 2o09
Printed Name: Daniel W. Lehtonen
Title: Sr. Staff Engineer - Medical Devices

Intertek Testing Services NA, Inc.
2307 East Aurora Rd, Unit B7, Twinsburg, OH 44087

Telephone: 1-330405-3552 Fax: 1-330-405-5518 Web: www.intertek-etlsernko.orn
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT~h Hand Pump and Flexible Probe

Ten (10) elevations were performed with the proposed needle-free elevation system and 1 0 with
predicate needle injection system in a live porcine model (a >25 kg Yorkshire pig). The following data
points were measured:

* Flow rate (ml/s)
* Perforation risk at maximum force

Note: The volume (1.5 ml) of saline for the in-vivo studies does not reflect the actual amount to be
administered for the device use. This volume is selected solely to demonstrate the comparison
between the proposed device and the predicate.

Results:

The results obtained from the ex-vivo and in-vivo tests are summarized below:

Predicate Carr
Proposed ERBELIFT Locke (Injection Results I Statistical

Parameters Tested (Needle Less group) Needle group) Analysis
K924102

Ex- Viva Study. _ _ _ _ _ _ _ _ _

Mucosal lift Mucosal lift was
(independent of the Accomplished in 100% Accomplished in 92% accomplished in greater
endoscopist skill cases cases number of cases, using
level) the proposed device

Testing with the
Perforations None proposed devicedemonstrated no

perforations
p= 0.02

Ease of use i92caein6%assproposed device
(Simplicity) i92caein6%assreported comparatively

easier I simpler to use
0 0.01

Accuracy < 3mm in 100% cases 3mm in 76% cases proposed devicereported comparatively
accurate
0 = 0.72

Height of elevation 15.27 ± 4.99 mm 15.84 ± 5.5 mm hence no statistical
diffrence

=0.1
Flow rate 0.61 ± 0.09 mI/s 0.53 ± 0.23 mI/s hence no statistical

difference
p < 0.01
use of proposed device

Total procedure time 19.36 ± 3.35 sec. 28.2 ± 8.85 sec. resulted in
comparatively lower

__________ __________ __________ __________procedure tim e

Page 16 of 16
SD1.4.lq (16 Mar 2009) Mandatory

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT T MHand Pump and Flexible Probe

Predicate Carr
Parameters Tested Proposed ERBELIFT Locke (Injection Results I Statistical

(Needle Less group) Needle group) Analysis
K924102

p = 0.03
the maximum lift

Maximum lift 40.18±10.26mm 33.03 ± 11.31 mm diameter was
diameter comparatively higher

with the proposed
device

In- Vivo Study

p = 0.36
Flow rate 0.39 ± 0.05 ml/s 0.36 ± 0.07 ml/s hence no statistical

difference

Testing with the
Perforations (at None proposed device
maximum force)* demonstrated no

perforations

Based on input from the firm - In the in-vivo study one of the endpoints was "perforation at maximum
force". In a discussion with the firm and confirmed by email the firm explained that in the in-vivo study
one of the endpoints was "perforation at maximum force". In the conversation, this was defined as
the maximum pull / activation force applied to the trigger of the hand pump by the user who is also
deliberately ignoring the visual tissue effect - essentially simulating negligent use of the product.
The purpose of this endpoint within the in-vivo study was to simulate if a perforation (worst case
failure mode) of the tissue could occur when the device is not operated per the intended use - i.e. if
an untrained user, activates the trigger of the hand pump in a negligent manner (quick, strong pull
force) in a thin walled tissue area, which does not require a high pull force to achieve a submucosal
lift under direct visualization. The results were such that no perforations were caused.

Conclusion I Discussion:

The results show that the proposed needle-free system is comparable to the predicate in terms of
flow rate and height of elevation. Also, the wall of the pig lumen is thin as compared to that of
humans.

The distended bowel wall has a total thickness of 1.5 mm. Each layer (mucosa, submucosa and
muscularis propria) is approx. 0.5 mm thick.

Since the ex-vivo / in-vivo tests showed no perforations in the pigs, there are no new concerns of
safety / effectiveness for use in humans. The comparatively thicker lumen wall in the humans will
withstand the mechanical force for saline induction with no greater risk of perforations than that of the
predicate devise.

Overall, the proposed device functions as intended and there are no new safety or
effectiveness concerns from performance standpoint. Therefore, the proposed device is
substantially equivalent to the predicate in this regard.
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Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

XII. Performance Testing - Animal

The firm provided Animal Testing in Section III, Page 26 of the original submission. Please note that
the ex-vivo and in-vivo studies discussed above (section XI of this Review Memo) were conducted on
Yorkshire pigs and therefore they are representative of the Animal Testing. As discussed above,
there is no impact on the safety or effectiveness of the device.

Therefore, the proposed device is substantially equivalent to the predicate in this regard.

XIII. Performance Testing - Clinical

N/A - No clinical data relied upon to determine substantial equivalence.

XIV. Substantial Equivalence Discussion

Yes No

1. Same Indication Statement? X If YES = Go To 3

2. Do Differences Alter The Effect Or Raise New Issues of
Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5

4. Could The New Characteristics Affect Safety Or X If YES = Go To 6
Effectiveness?

If NO = Go To 85. Descriptive Characteristics Precise Enough? If YE = So SEIf YES = Stop SE

6. New Types Of Safety Or Effectiveness Questions? X If YES = Stop NSE

7. Accepted Scientific Methods Exist? X If NO = Stop NSE

8. Performance Data Available? X If NO = Request Data

9. Data Demonstrate Equivalence? X Final Decision: SE

Note: See Appendix A1.1 for the Flowchart to assist in decision-making process. Please complete
the following table and answer the corresponding questions. "Yes" responses to questions 2, 4, 6,
and 9, and every "no" response requires an explanation.

1. Explain how the new indication differs from the predicate device's indication:

Same indication(s) statement

2. Explain why there is or is not a new effect or safety or effectiveness issue:

NA

3. Describe the new technological characteristics:

The new device utilizes "jet injection" technology rather than needle based injection. In the
subject device, saline is forced through a blunt tipped probe having a 120 pm inner
diameter that is in direct contact with the mucosal tissue, The force to the saline is
generated by a hand pump in which a syringe containing saline is loaded. The saline is
inducted through the mucosal layer (path of least resistance) into the submucosal tissue
where the bleb forms.
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Sponsor: Byrne Medical, Inc.
Product: ERBELIFTTh Hand Pump and Flexible Probe

4. Explain how new characteristics could or could not affect safety or effectiveness:
The new characteristics have the potential to impact both the safety and effectiveness of
the device. The safety concerns related to perforation / laceration exist and the device's
ability to generate acceptable polyp lift equivalent to that of the predicate is an
effectiveness concern.

To address these concerns the firm provided results from animal testing (ex-vivo and in-
vivo testing) to demonstrate equivalent performance of the subject device to the predicate
device. The results from the testing, as summarized on page 16 of this review memo,
show that the subject device performed equivalently to the predicate and did not result in
any tissue perforations or lacerations.

5. Explain how descriptive characteristics are not precise enough:
NA - Descriptive characteristics are not precise enough to demonstrate that the proposed
device can achieve submucosal elevations (polyp lift) comparable to that achieved with
predicate needle system and without elevating the risk of perforations.

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not
new:

No new safety or effectiveness questions are raised with the change in technology to the
subject device as compared to the predicate device. The safety concerns related to
perforation / laceration exist and the device's ability to generate acceptable polyp lift
equivalent to that of the predicate is an effectiveness concern. These are the same issues
that the predicate device presented.

7. Explain why existing scientific methods can not be used:
NA

8. Explain what performance data is needed:
Performance / animal data is needed to demonstrate that the proposed device functions as
intended and that it does not increase the risk of perforations. The following parameters:
accuracy, flow rate, perforation risk, bleb diameter and height of submucosal elevation
should be considered.

9. Explain how the performance data demonstrates that the device is or is not substantially
equivalent:

The ex-vivo and in-vivo animal tests demonstrate that the proposed device is comparable
to the predicate (K924102) in terms of accuracy, flow rate, perforation risk, bleb diameter
and height of submucosal elevation.

Overall, the performance / animal data demonstrated that the proposed device functions
as intended and the change in technological characteristic does not raise new concerns for
safety or effectiveness of the device. Therefore, the proposed device is substantially
equivalent to the predicate in this regard.
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XV. Deficiencies

Item Description of Deficiency
1. Location: Missing - Standards Data Report for 510(k)s

Finding: In Section I, Page 6 of your submission you make reference to standards
EN 980 and ISO 11607-2. The FDA requires that Form 3654 be included
with all 510(k) submissions that reference a national or international
standard. A separate form is required for each standard referenced in the
510(k). Please complete the identified form for EN 980 and ISO 11607-2.
The form is available on the FDA website at the following link:
http:llwww.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/U
CM081667.pdf

Note: Please reference the amendments (A1:1999 and A2:2001) in the
standard title for EN 980.

Response: Form 3654 for ISO 14971, EN 980, 11607-02 (That is Standards in
Section I, Page 6 in which Forms 3654 were not completed) were not
submitted in the 510(k) for the Standards because the Form for these
Standards cannot be accurately completed (Note: There is no test data,
etc. involved with these standards.). These standards provide guidance
for risk analysis, using international symbols on labeling, and validating
packaging respectively. I have spoken with FDA regarding this matter
and was told to use the Form and Summary Report for Standards in
applicable situations.

As requested amendments (A1:1999 and A2:2001) were included in the
standard title for EN 980 on Section I, Page 6. See Exhibit 1.

Closed Out: 06 Jul 2009
The firm indicated that in previous submissions to the agency, the agency
FDA guided them to utilize the 3654 Form and Summary Reports for such
standards in "applicable situations" and that the form was not needed for
the referenced standards. Based on this, the firm did not include 3654
forms / summary reports for the ISO 14971, EN 980 and ISO 11607-2
standards.

Additionally, the firm revised the title for EN 980 to include the
amendments (A1:1999 and A2:2001). Section I, Page 6 (CDRH
Coversheet) was revised to reflect this change. The response addressed
the deficiency.

See Item 2, Sub-Tab 01 Jul2009, Tab 7 of the Review Binder for details.

7•5
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Item Description of Deficiency

2. Location: Missing - Summary Reports

Finding: In Section III, Pages 13-15, you have provided FDA Form 3654 for ISO
10993-1, ISO 11135-1 and ISO 10993-7. Per these forms, summary
reports are stated to be provided. However, no such reports could be
located in the submission. Please provide summary reports for the above
mentioned standards to demonstrate the extent of conformance of these
standards.

Response: A Summary Report was completed as Declaration of Conformance with
Consensus Standards for each of the above Standards. See Page 111-16
for ISO 10993-1. ISO 11135-1 and ISO 10993-7 are Standards that
involve sterilization guidelines (i.e., EO validation and EO residuals). The
Declaration of Conformance with Consensus Standards for ISO 11135-1
and ISO 10993-7 Standards were provided on Page 111-17. Also, the
involved Sterility Information regarding these Standards is provided on
Page 111-31. In the past, providing the Summary Reports in this manner
was acceptable to FDA.

Closed Out: 06 Jul 2009

The firm clarified the location of declaration of conformance and summary
reports for the following standards: ISO 10993-1, ISO 11135-1 and ISO
10993-7.

The declaration of conformance for ISO 11135-1 and ISO 10993-7 was
provided on Page 17 of Section III of the original submission. A common
summary report with Sterility information associated with these standards
was provided on Page 31 of Section III of the original submission.

Also, the compliance assessment and declaration of conformance for ISO
10993-1 was provided on Page 16 of Section III of the original
submission. Additionally, the firm provided the MEM Elution report to
demonstrate the Cytotoxicity testing for the proposed Flexible Probe. The
response addressed the deficiency.

See Item 4, Sub-Tab 01Jul2009, Tab 7 of the Review Binder for details.
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Item Description of Deficiency
3. Location: Section III, Page 4 - 510(k) Summary (Conclusions)

Finding: You have stated that the technological characteristics of the proposed
ERBELIFT system are 'similar as compared to the predicates. However,
in reviewing the submission the technological characteristics of the
proposed needle less system are significantly different as compared to
the predicates with needle system. Please update this section to state
the technological characteristics as 'different' and provide a revised
510(k) summary.

Response: The conclusion was revised. See Exhibit 2.

Note: The entire 510(k) Summary was provided in the Exhibit without the
"Confidential" identifier so that it could be used for FDA's posting of the
510(k).

Closed Out: 08 Jul 2009
The firm provided a revised 510(k) summary, without the "Confidential"
identifier so that it could be used for FDA's posting of the 510(k). The
"Conclusions" section of the summary was modified to identify the
technological characteristics of the proposed device as "different" from the
predicates. The response addressed the deficiency.

See Item 3, Sub-Tab 01 Jul2009, Tab 7 of the Review Binder for details.
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Item Description of Deficiency

4. Location: Section III, Page 17 - Declaration of Conformance with Consensus
Standards

Finding: You have not listed the consensus standards ISO 14971, EN 980, ISO
11607-2 and ISO 10993-7 in the 'Declaration of Conformance'. However,
these standards have been identified in the Utilization of Standards page
of the CDRH Cover Sheet (Section I, Page 6). Please provide a revised
'Declaration of Conformance with Consensus Standards' identifying all
applicable standards or include rationale as to how the standards are
used.

Response: ISO 10993-7 was included as a Declaration of Conformance with
Consensus Standards on Page 111-17. Again, ISO 14971, EN 980, ISO
11607-2 are Standards that provide guidance for risk analysis, using
international symbols on labeling, and validating packaging respectively;
therefore, Declaration of Conformance with Consensus Standards for
these Standards is not applicable.

Closed Out: 06 Jul 2009

In reviewing the response, the firm clarified that ISO 10993-7 was
included in Declaration of Conformance (Section III, Page 17 of the
original submission). The additional standards: ISO 14971, EN 980 and
ISO 11607-2 provide guidance for risk analysis, using international
symbols on labeling, and validating packaging, respectively. Therefore,
the firm stated that the Declaration of Conformance for these additional
standards is not applicable. See close out comment for Item #1 of this
report relating to completion of form 3654 for the additional standards
noted. The response addressed the deficiency.
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Item Description of Deficiency

5. Location: Section III, Page 19 - Biocompatibility Testing

Finding: You have provided a summary of biocompatibility for individual materials
of the proposed device. For biocompatibility assessment, FDA
recommends that the test articles be extracted from the finished, sterilized
device. Also, there may be possible contamination while assembling the
device. Please explain as to how the data provided demonstrates the
biocompatibility of the finished sterilized device. Alternatively, please
provide a revised biocompatibility testing for the final finished device.

Per, Use of International Standard ISO-10993, 'Biological Evaluation of
Medical Devices Part 1: Evaluation and Testing', the following tests are
recommended for the proposed device: Cytotoxicity, Sensitization and
Irritation (or Intracutaneous Reactivity). The compliance assessment and
the basis provided for individual materials are not adequate to justify the
omission of Sensitization and Irritation tests. Please provide a detailed
explanation as to how the omission of these tests will not affect the
biocompatibility of the finished device. Alternatively, please provide
biocompatibility reports for Sensitization and Irritation tests. Please
reference the standard t as applicable for specific tests and ensure that all
the test reports follow the extent of regulation of respective standard.
Also, please include a separate form 3654 for additional standards (if any)
that are referenced in the submission.

*Per the FDA website, ISO 10993-10 is the recommended
biocompatibility standard for irritation and delayed-type hypersensitivity
tests.

Also, per extent of regulation for ISO 10993-1, ccompliance with FDA
Good Laboratory Practices (GLPs) regulation is required. Please revise
the biocompatibility section to indicate that the testing is done in
accordance with GLP guidelines.

Additionally, there are references to the cytotoxicity and biocompatibility
risk assessment reports in the submission; however no such reports could
be located. Please provide these reports, since they are necessary for
assessing biocompatibility.

Note: Please revise the Utilization of standards list in the CDRH
Coversheet and the Declaration of Conformity to reflect the identification
of additional standards.

/567
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Item Description of Deficiency

Response: The materials for the Flexible Probe were chosen based upon their long
history of biocompatibility as well as their use in medical applications
(e.g., many disposable medical instruments, catheters, shunts, etc. use
these materials.). Our initial assessment of the need to only perform
Cytotoxicity was confirmed by a Biocompatibility Risk Assessment
generated by an independent expert (Dr. Bill Bradbury). See Exhibit 3.1.

Prototype samples (Note: The entire Flexible Probe) were prepared by
our contract manufacturer using the same manufacturing processes that
will be employed for the finished medical device. These samples were
sent to a contract testing laboratory. The Flexible Probes were sterilized
(sterilization representing greater than 2X) and then the Cytotoxicity
(MEM Elution) testing was performed. Reactivity was "0" (Note:
Sterilization and Testing was done under GLP.). See Exhibit 3.2.

Closed Out: 08 Jul 2009

The compliance assessment for ISO 10993-1 was provided earlier, in
Section III, Page 16 of the original submission. Additionally, the firm
provided the Biocompatibility Risk Assessment generated by an
independent expert (Dr. Bill Bradbury) to address the biocompatibility of
the direct / indirect patient contacting materials. The report provided
information regarding the long history of their biocompatibility as well as
their use in medical applications (e.g., disposable medical instruments,
catheters, shunts, etc.). Additionally, the firm provided material
specification sheets for all the direct / indirect patient contacting materials
(PEEK, Nylon 11, titanium dioxide, Genesolv S-T solution, Colorcon MD-
1185 and Colorcon MD-1 120). Based on the history of safe use of these
materials and the firm's biocompatibility compliance assessment, the
omission of Sensitization and Irritation tests is justified.

Also, the firm provided MEM elution report to demonstrate the cytotoxicity
testing of the Flexible Probe. The results demonstrated that the materials
are non cytotoxic. Additionally, the firm stated that the biocompatibility
testing was performed on the final finished sterile Flexible Probe and as
per GLP guidelines.

Therefore, based on the compliance assessment, the expert report from
Dr. Bill Bradbury and the cytotoxicity testing (MEM Elution) report, there
are no new concerns impacting safety / effectiveness from the
biocompatibility standpoint. The response addressed the deficiency.

See Items: 4 & 5, Sub-Tab 01Ju12009 and Item 3, Sub-Tab 07Jul2009,
Tab 7 of the Review Binder for details.
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Item Description of Deficiency

6. Location: Section III, Page 20 - Materials Used

Finding: Per FDA Guidance Document for the Traditional 510(k) dated August 12.
2005, it is recommended that adequate material information be provided
for all the device components that come into direct or indirect contact with
the patient. Please provide material designation and manufacturer
information for the following materials: Nylon 11 (Clear) and Nylon 11
(White).

Also, please clarify the model number of Polyetheretherketone (PEEK)
and provide material specifications sheet for the Colorcon MD-1 185 and
Colorcon MD-1210.

Additionally, please identify the K number of the control syringe intended
to be used as an accessory with the proposed device.

Response: As provided in the biocompatibility study (See Page 111-20) , PEEK, Nylon
11 White, Genesolv S-T (Solvent), and Colorcon MD-1 185 as well as
MD-1210 (Printing Ink and Reducer) are the materials that have the
potential of indirect and/or direct patient contact (Note: Not Nylon Clear).
The requested additional material information is as follows:

PEEK: Victrex® PEEK Type 381G, Natural [Material Safety Data Sheet
(MSDS) CAS#31694-16-3 - 381GI {See Exhibit 4.1}

Nylon 11 White: Elf Atochem North America Nylon 11 (Clear) [MSDS
CAS# - 25587-80-8 - Part # 0096 - Medron] with Whittaker, Clarke, and
Daniel Inc. 0.9 wt.% Titanium Dioxide (TiO 2) [MSDS CAS # 13463-67-7]
{See Exhibit 4.2}

Genesolv ST (Solvent): Honeywell Genesolv S-T [MSDS] {See Exhibit
4.3}

Colorcon MD-1185 as well as MD-1210 (Printing Ink and Reducer):
Colorcon Black Ink (MD-1185) & Colorcon Reducer (MD-1210) [MSDSs]
{See Exhibit 4.4}

Note: For additional information in regards to materials of the
device and as well as indirect and direct patient exposure reference
Page IV-5 (Device Drawing), Pages 111-18 to 111-26 (Biocompatibility
Study) and Exhibit 3.1 (Biocompatibility Risk Assessment by
Independent Expert Dr. Bill Bradbury)

Control Syringe: Deroyal;_Part Number (P/N) 77-712391; Control Syringe,
10 ml Male Luer Lock Ring and Finger Rings (3 Rings); 510(k) Number
K920135
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Item Description of Deficiency
Closed Out: 06 Jul 2009

The firm identified the model number of Polyetheretherketone (PEEK) as
Victrex® PEEK Type 381G, Natural. Also, the firm provided material
specification sheets for the all the direct/indirect patient contact materials,
namely PEEK, Nylon 11, Genesolv S-T solution, Colorcon MD-1185 and
Colorcon MD-1120.

Additionally, the K number for the control syringe was identified as
K920135 (Deroyal; Part Number (P/N) 77-712391; Control Syringe, 10 ml
Male Luer Lock Ring and Finger Rings). The response addressed the
deficiency.

See Item 5, Sub-Tab 01 Jul2009, Tab 7 of the Review Binder for details.

7. Location: Missing - Contraindications (Instructions for Use Manual: Proposed
Labeling)

Finding: Per labeling provided on Page 4, the use of the predicate K924102 is
contraindicated for uncooperative patients and/or patients with severe
coagulopathy. Also, as stated on Page 23, the contraindication for the
predicate K040961 include those specific to any endoscopic procedure,
uncooperative patients, and patients with coagulopathy. In reviewing the
Instructions for Use Manual for the proposed device, there are no
contraindications provided.

Please provide revised labeling with the contraindications included or
provide a rationale explaining why you feel the contraindications are not
applicable to your device.

Response: The statement, "Contraindications: The use of these devices is
contraindicated for uncooperative patients and/or patients with severe
coagulopathy.", was added to the labeling (Instructions For Use), See
Exhibit 5.

Closed Out: 06 Jul 2009

The firm provided revised Instructions for Use manual, including the
following contraindication: "the use of these devices is contraindicated for
uncooperative patients and/or patients with severe coagulopathy." The
response addressed the deficiency.

See Item 6, Sub-Tab 01Jul2009, Tab 7 of the Review Binder for details.
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Item Description of Deficiency
8. Location: Section V, Pages 32 - Safety Precautions / Warnings

Finding: The predicate labeling provided for comparison contains precautions /
warnings specific to endoscopic procedures and handling of the device.
However, the proposed labeling does not include these warnings /
precautions. Since, the proposed device employs a comparable
endoscopic procedure (except for needle injection), please revise the
labeling to include relevant warnings / precautions.

Response: I have meticulously reviewed the "Warnings and Precautions" in the
labeling of the predicates for statements which are applicable in our
labeling. I find that I have included all necessary statements as 'Safety
Instructions- Warnings" as follows:
Training, not using damaged product, not using product in which there
may be a package integrity issue, not using product beyond its expiration,
etc. (Note: All of these statements were considered as a result of our risk
assessment.).

Many statements in the "Warnings and Precautions" for the predicate
devices actually do not belong in the section (e.g., the device being single
use, compatibility of working channel scope size, solution types, etc.).
The information is instructional in nature and diminishes the effectiveness
of the "real" Warnings and Precautions in the predicate labeling.
Therefore, as directed by FDA, some of the statements in the predicate
labeling Warnings and Precautions section are included in our labeling
but not in our "Safety Instructions- Warnings" section.

Closed Out: 06 Jul 2009
In reviewing the response, the safety warnings and precautions, as
applicable for any endoscopic procedure, were incorporated in the
Instructions for use manual. They have not been discussed in a separate
section. Instead, they are included within the directions for use of the
proposed device. The response addressed the deficiency.
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Intertek Project Number' 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency
9. Location: Section V, Pages: 34 & 35 - Marketing Statements / Claims

Finding: The marketing statements / claims for the proposed device state:

* An easier and less demanding method of generating force to
drive the fluid into the sub mucosa

* Flexible probe - connecting hub with standard luer lock that is
winged which allows easy connection to the syringe, especially
with wet gloves.

The information provided in the submission does not support any of the
above mentioned claims. Please remove these claims or provide
scientific explanation to substantiate them. Please note that claims of this
nature typically require clinical data for substantiation. If such data is
needed, the device will not be eligible for 3rd Party Review and will need
to be withdrawn and submitted directly to FDA.
Also, on Page 35, you claim that "in larger working channel scopes, the
Probe may be able to be passed down alongside another instrument."
Please provide a scientific discussion and supporting information as to
how the integrity of the probe will remain unaffected with the presence of
another instrument within the working channel. Alternatively, please
remove this claim and revise the section.

Response: Substantiation of Claim: "An easier and less demanding method of
generating force to drive the fluid into the submucosa."
Pulling the trigger of the ERBELIFT Hand Pump ergonomically designed
pistol grip hand pump allows for less activation force to push the plunger
of the syringe compared to an in-line motion like when the user uses their
hand force applied to syringe connected to an injection needle.

Substantiation of Claim: "Flexible Probe - connecting hub with
standard luer lock that is winged which allows easy connection to
the syringe."
The winged luer lock on the ERBELIFT Flexible Probe provides more
surface area for the user's fingers to grasp onto when twisting the luer to
lock or unlock - this additional winged surface area is not available on
standard leur locks used on the injection needles.
Note: "especially with wet gloves" was removed from the statement.
See Exhibit 6.

"In larger working channel scopes, the Probe may be able to be
passed down alongside another instrument." was removed from the
list. See Exhibit 6.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT Th Hand Pump and Flexible Probe

Item Description of Deficiency
Closed Out: 06 Jul 2009

The firm provided adequate information to substantiate the following
marketing statements / claims:

* An easier and less demanding method of generating force to
drive the fluid into the sub mucosa

* Flexible probe - connecting hub with standard luer lock that is
winged which allows easy connection to the syringe
(Note: the phrase "especially with wet gloves" was removed from
the statement)

Also, the claim "In larger working channel scopes, the Probe may be able
to be passed down alongside another instrument' was removed from the
submission. The response addressed the deficiency.

See Item 6, Sub-Tab 01JuI2009, Tab 7 of the Review Binder for details.

10. Location: Throughout Submission - Classification Identification

Finding: The classification for the device is identified as 876.1500 (FBK) and / or
880.5430 (KZE). Please revise all documents (e.g. CDRH cover sheet,
summary, etc.) to identify the classification as the 876.1500 (FBK) or
revise to include both classifications and a detailed discussion supporting
the classification designation.

Response: All documents in the submission were changed to identify the device's
classification as only 876.1500 (FBK). See Exhibit 7 (Also Exhibit 2).

Closed Out: 08 Jul 2009
The firm identified the proposed device classification as 876.1500 (FBK)
and revised the affected pages (of the CDRH Coversheet, Form 3674 and
submission summary) to reflect this change. The response addressed
the deficiency.

See Item 7, Sub-Tab 01 Jul2009, Tab 7 of the Review Binder for details.

END

XVI. Contact History
See Appendix A1.2 for copies correspondence between third party and the firm.
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2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Telephone: +1 330-405-3552
Facsimile: +1 330-405-5518
www. intertek-etlsemko.com

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

Date: 09 Jul 2009
To: The Record Office:
From: Daniel W. Lehtonen Division:

Intertek Testing Services NA, Inc.
3r Party Review Memo

510(k) Holder: Byrne Medical, Inc.
Device Name: ERBELIFT TM Hand Pump and Flexible Probe
Contact: Mr. Chris Hierholzer
Phone: (936) 539-0391
Fax: (936) 539-2381
E-mail: chierholzer@byrnemedical.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce (ERBELIFT Th Hand Pump and Flexible Probe) into
interstate commerce.

The proposed ERBELIFT Hand Pump and Flexible Probe are used for the delivery of pressurized
sterile normal saline to the submucosa to lift polyps or other mucosal lesions. The proposed system
encompasses following design changes as compared to the predicates cleared under K040961 and
K924102

* The Hand Pump is included as an additional component for the proposed device to provide
mechanical force to the syringe used for saline delivery as compared to the predicates with
needle injection system which only utilized a syringe.

* The working diameter (1.3 mm) of the ERBELIFT Flexible Probe is smaller as compared to
the sheath working diameter (2.5 / 3.0 mm) for the Carr Lock Injection Needle System / I-
Snare System predicates. Also, the ERBELIFT Flexible Probe tip has a smaller inner
diameter of 0.120 mm as compared to the predicate 25 G needle tip with an outer diameter of
0.508 mm and an inner diameter of 0.241 mm used with the predicates.

* The materials used for the Flexible Probe and Hand Pump are different compared to the
predicates. The Flexible Probe is made of Nylon and stainless steel, whereas the Hand
Pump is made of Polyetheretherketone (PEEK) and Nylon. Medical grade inks / reducer are
used to imprint logos on the Probe. Additionally, a Genesolv S-T solvent is used to clean the
Probe tip prior to treatment.

Overall, the technological characteristics of the proposed device are different as compared to the
predicates that utilize a needle for injection. However, these technological characteristics are
comparable to that of the needle-free injection devices or jet injectors for the same intended use.
Using mechanical compression to force fluid through a small orifice, these needle-free injection
devices can produce high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for a 21-
gauge needle) that could penetrate the skin and subcutaneous tissue.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

The proposed system employs a needle-free mechanism and does not puncture the tissue. Instead,
the combination of the force of the saline applied via the Hand Pump / syringe combination and the
placement of the flexible probe enables for the saline to be inducted through the tissue and disperse
into the submucosal layer. This process allows the user to achieve their desired polyp lift. The
pressure and flow rate of saline delivery depend upon the speed with which the Hand Pump handle is
squeezed (the more times the users squeezes the handle over a given time the higher the pressure
and flow rate). However, each squeeze of the handle delivers 0.75 ml (approx.) saline, thus the user
has control of how much saline is being delivered.

The materials used for the proposed system have a history of safe medical use and the firm provided
adequate biocompatibility testing to substantiate these material changes (as summarized in Section
VIII of this Review Memo). Also, the firm provided ex-vivo and in-vivo performance testing (animal
based) to demonstrate the efficacy of the proposed device in comparison to the predicate K924102.
The performance data showed the device provides equivalent performance to the predicate with no
increased safety concerns. Based on the information provided, the design / material changes do not
raise any new questions in terms of safety or effectiveness of the proposed device.

Therefore, based on the information provided by the firm's submission, the ERBELIFT Hand Pump
and Flexible Probe is substantially equivalent to predicate devices cleared under K040961 and
K924102, with respect to indications for use, performance, and labeling and that the technological
changes do not introduce new safety or effectiveness questions as shown in the firm's submission
and summarized in this review memo.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription Use) Before submission TOC X

Truthful and Accuracy Statement I Section II, Page 1 X

510(k) Summary or 510(k) Statement [_ Item 2, Sub-Tab 07Jul2009, Tab 7 X

Standards Form Section III, Pages 13-15 X

Note: Reference to "Tab 7" in the above table refers to the 3rd Party Review Binder. Section numbers
refer to the firm's original submission.
The above administrative documents were provided by the sponsor and found to meet the
FDA requirements at the present time.
A copy of the final Indications for Use Form and a copy of the final 510(k) Summary are
located behind the 3rd Party Submission Cover Letter in Tab 1 and copies of FDA form 3654 for
all standards referenced in the submission are located in Tab 2 of the Third Party Review
Binder.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Ill. Device Description

Is the device life-supporting or life sustaining? X

Is the device an implant (implanted longer than 30 days)? X

Does the device design use software? X

Is the device sterile? X. X.

Is the device reusable (not reprocessed single use)? X* X.

Are "cleaning" instructions included for the end user? X

* The proposed ERBELIFT system consists of a Hand Pump and a Flexible Probe. The Hand Pump
is reusable and provided non-sterile, whereas the Flexible Probe is labeled for single use and
provided sterile. Adequate cleaning and reprocessing instructions for the Hand Pump are provided
in the Instructions for Use Manual (see Item 6, Sub-Tab 01Jul2009, Tab 7 of the Review Binder).

The ERBELIFT Hand Pump and Flexible Probe are used for the delivery of pressurized sterile normal-t.A \] saline to the submucosa to lift polyps or other mucosal lesions. A control syringe (previously cleared
IA~f'"rjnder J2013 j intended to be used as an accessory with the proposed device; however it is not
W ~previd ~ with the device. The syringe is filled with sterile normal saline and is attached to the Flexible

Probe via a hub with a standard luer lock and loaded into the Hand Pump. The Probe is primed with
the saline and then its distal end is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target (submucosal) tissue without puncturing the
mucosa. The handle of the Hand Pump is squeezed to produce pressurized saline from the control
syringe and through the Probe into the submucosal bed of the polyp or lesion to achieve a desired
tissue lift.

Device Specification
Component Dimensions Materials

Length: 8-3/4" (22 cm)
Hand Pump Thickness: 2-1/2" (6 cm) Nylon and stainless steel

Width: 6" (15 cm)

Polyetheretherketone (PEEK)
Flexible and Nylon (Medical grade inks
Probe Outer Diameter: 1.3 mm and reducer are used to imprint

Inner Diameter Get stream): 0.120 mm (120 pm) logos on the Probe)

The Hand Pump is a gun-shaped component with a handle and a barrel (Slot for Mounting a Syringe).
It is reusable and delivers approximately 0.75 ml of normal saline per squeeze of the handle. The
Flexible Probe consists of a handle with a standard Luer lock connection hub and catheter (tubing).
Its distal tip is tapered to approximately 0.005" and delivers a jet stream of 120 pm. It is provided as
sterile and labeled for single use. The Hand Pump with the Flexible Probe can generate pressures in
the approximate range of 145 to 650 psi which correlates to flow rates of 17 to 38 ml/minute. The
pressure and flow rate depend upon the number of times the handle is squeezed.

Note: The firm provided product pictures and engineering drawings for the proposed ERBELIFT Hand
Pump and Flexible Probe, which can be located in Section IV of the original submission.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT T Hand Pump and Flexible Probe

IV. Indications for Use
The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for the
induction of sterile normal saline into the submucosa to lift polyps or other mucosal lesions using
direct visualization through a flexible endoscope.

Discussion: The Indications for Use of the proposed ERBELIFT Hand Pump and Flexible Probe are
comparable to that of the predicates. Like the predicates, the function of the proposed device is the
same in that the devices are intended for the delivery of fluids into the submucosal tissue for
endoscopic purposes. The lifting medium (sterile normal saline) is a part of the types of solutions
identified for use with the predicates. There are no new indications.

Therefore, the proposed device is substantially equivalent to the predicates In this regard.

V. Predicate Device Comparison
The firm identified the following predicate devices:

K924102 [Cleared 25 Nov 1992], K040961 [Cleared 08 Jul 2004]

The firm has provided a comparison table in Section III (Pages: 5-10) of the original submission (as
shown in the below table). Review of the comparison tables show that the new device has the same
characteristics as the predicate devices and supports the sponsor's claims.

Predicate Devices Proposed Device
Characteristics (ERBELIFT h Hand

NeedleSnare Pump and FlexibleInjection Needle Injection Needle/SnareP bProbe)

Manufacturer and United States United States
510(k) Applicant Endoscopy Group, Inc. Endoscopy Group, Inc. Byrne Medical, Inc.

510(k) Number K924102 / K040961 / TBD
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Predicate Devices Proposed Device
Characteristics 1 4,q ot'v /(0410941 (ERBELIFT h Hand

Pump and FlexibleInjection Needle Injection Needle/Snare PoeProbe)

Intended Use in Intended Use in The ERBELIFT Hand
510(k)*: 510(k)*: Pump in conjunction
The U.S. Endoscopy The dual lumen with an ERBELIFT
needle is indicated for Injector Needle Snare Flexible Probe is
use with flexible is indicated for use indicated for the
gastoscopes, with an Olympus or induction of sterile
colonoscopes, Microvasive active normal saline in the
sigmoidoscopes, cord for the injection of submucosa to lift
duodenoscopes, media for submucosal polyps or other mucosal
choledochoscopes, lift of polyps or other lesions using direct
nephrofiberscopes and mucosal lesions, using visualization through a
bronchoscopes for direct visualization, flexible endoscope.
aspiration of fluids or through flexible

Indications For Use tissue and for injection endoscope, prior to
of medications or dyes electrosurgical excision
into tissue. and for the infusion of

fluid for clearing away
the field of view,
applying dye spray,
clot removal, injection
of hemostatic agents to
control post-
polypectomy bleeding,
and tattooing of sites
for future surgical
purposes.

Materials

Plastic and StainlessHand Pump Not Applicable Not Applicable steelSteel
Plastics and MedicalNeedle or Plastics, Teflon, Metal, Plastics, Metal, Grade Inks with

Probe Stainless Steel Stainless Steel Reducer

Physical Characteristics

A Gun Shaped Device
with a Handle and a

Hand Pump Not Applicable Not Applicable Slt f Monting aSlot for Mounting a
Syringe

Handle with a Handle with a Handle with a Standard
Standard Luer Lock Standard Luer Lock Luer Lock Connection

Needle or Connection Hub, Connection Hub, Hub and Catheter
Probe Catheter (Tubing) with Catheter (Tubing) with (Tubing)

Extension Needle Extension Needle and
Snare
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT Th Hand Pump and Flexible Probe

Predicate Devices Proposed Device
Characteristics (ERBELIFT~ Hand

Injection Needle Injection Needle/Snare Probe)
Probe)

Dimensions

Barrel Length:
8-3/4" (22 cm)

Width (Top of Barrel

Hand Pump Not Applicable Not Applicable and Handle):
6" (15 cm)

Thickness (Width of
Barrel):
2-1/2" (6 cm)

Working Length: 230 Working Length: 230 Working Length: 260
cm cm cm

Working Outer Working Outer Working Outer
Diameter (O.D.): 2.5 Diameter (O.D.): 3.0 Diameter: 1.3 mm
mm mm

Tip Inner Diameter/
Needle Needle Stream: 0.120 mm/ 120
Maximum Extension: 5 Maximum Extension: 5 pm

Needle or mm mm
Probe

Needle Gauge: Needle Gauge:
25 G (O.D. 0.508 25 G (O.D. 0.508
mm)/Inner Diameter- mm)/Inner Diameter-
Stream: Stream:
0.241 mm/ 241 pm 0.241 mm/ 241 pm

Snare Maximum
Extension Width: 2.5
cm

Unknown- Dependent Unknown- Dependent
Force I Upon Force Applied by Upon Force Applied by 145 to 650 psi /
Flow Rate Needle and on Plunger Needle and on Plunger 17 to 38 ml/minute

of Syringe of Syringe
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTT M Hand Pump and Flexible Probe

Predicate Devices Proposed Device
Characteristics (ERBELIFTW Hand

InjecioNeedle Injection Needle/Snare Pump and Flexible
Probe)

Labeling

Carton Label and
Hand Pump Not Applicable Not Applicable Isrton For UseInstructions For Use

Outer Packaging Outer Packaging Outer Packaging
Needle or Labels and Labels and cas Labels asl
Probe Case Labels as well as

Instructions For Use Instructions For Use Instructions For Use

Condition Provided/ Use Condition

Non-sterile/Hand Pump Not Applicable Not Applicable Reuale
I I ~~~~Reusable

Needle or Sterile/Disposable- Same Same
Probe Single Use

Sterilization Method Used by Manufacturer

Hand Pump Not Applicable Not Applicable Not Sterilized

Needle or J Ethylene Oxide Same Same
Probe

Cleaning/Disinfection

Method in Notes OnHand Pump Not Applicable Not Applicable UeUse

Needle or Not Applicable Same Same
Probe

Syringe

[Not included with the
device - Deroyal;_Part
Number (P/N) 77-

Required Accessory Syringe Syringe 712391; Control
Syringe, 10 ml Male
Luer Lock Ring and
Finger Rings (3 Rings);
510(k) Number
K920135]
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Predicate Devices Proposed Device
Characteristics (ERBELIFTn Hand

Injection Needle Injection Needle/Snare Pump and Flexible
Probe)

Medicinal Sub-stances Medicinal Sub-stances Sterile Normal Saline
and Solutions as and Solutions as
Follows: Follows: Note: Also, referred to
Sodium Morrhuate, Sodium Morrhuate, as 0.9%NaCI or
Sodium Tetrade- Sodium Tetrade- Physiological Saline. It

Delivered Medium/ cylsulfate, Ethy- cylsulfate, Ethy- is a specific
nolamine Oleate, nolamine Oleate, concentration of
Epinephrine, Botox, Epinephrine, Botox, "Hypertonic Saline".
Polidocanol, Ethanol, Polidocanol, Ethanol,
Sotrad-ecol, Absolute Sotrad-ecol, Absolute
Alcohol, India Ink, Alcohol, India Ink,
Hypertonic Saline, and Hypertonic Saline, and
Staining Media Staining Media

Endoscopic Patient

Target Population Candidates with Same Same
Polyps or Mucosal
Lesions

Esophagus, Stomach,

Anatomical Site Duodenum, Smallame
Intestine, and Large
Intestine

Guidance for Industry
and FDA Staff

FDocGumeantsed Unknown Unknown Format for Traditional
and Abbreviated

I _________________ ______________________ ______________________ 510(k)s, 8/12/05

The following maior differences were identified from the device to the predicate(s). A justification of
how these differences is determined that the device is substantially equivalent to the predicate is also
provided. All other differences are considered minor and a justification is not required.

1. The Hand Pump is included as an additional component for the proposed device to provide
mechanical force for saline delivery (fluid induction method) as compared to the predicates with
needle injection system.

2. The working diameter (1.3 mm) of the ERBELIFT Flexible Probe is smaller as compared to the
sheath working diameter (2.5 or 3.0 mm) of the predicates.

3. The ERBELIFT Flexible Probe tip has a smaller inner diameter of 0.120 mm as compared to the
predicate 25 Ga. needle tip with an outer diameter of 0.508 mm and an inner diameter of 0.241
mm. The working length of the Probe is 260 mm.

Discussion: The predicates (K040961 and K924102) utilize the force of the fluid (hand pushed
from the syringe) through the needle to lift polyps or other mucosal lesions. For the propsoed
device with a needle-free system, the Hand Pump is included to provide the force to the control
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTh Hand Pump and Flexible Probe

syringe for inducing the pressurized fluid into the submucosa to achieve desired lift. This
technological characteristic of the proposed device is comparable to that of the needle-free
injection devices or jet injectors Using mechanical compression to force fluid through a small
orifice, these needle-free injection devices can produce high-pressure stream 76 to 360 pm in
diameter (compared to 810 pm for a 21-gauge needle) that could penetrate the skin and
subcutaneous tissue.

Fig 1: Schematic of submucosal elevation achieved using
ERBELIFT Flexible Probe & Hand Pump

While the predicates employ needle system to puncture and penetrates the tissue, the proposed
device Probe is not intended to puncture the mucosa. Instead, the Probe is placed against the
mucosa and the hand pump handle is squeezed. With each squeeze of the handle, a fixed
volume of saline is released from the control syringe. The release of saline in the GI tract results
in the expansion of the surrounding tissues, However, within the GI tract, the mucosa, muscularis
proproa and the serosa do not retain the saline and hence do not allow for the formation of saline
bleb (localized collection of the fluid). Also, since the fluid property is to seek the path of least
resistance, the saline travels to the aerolar tissue of the submucosal layer. The submucosa is a
dense irregular layer of connective tissue with large blood vessels, lymphatics and nerves and is
located beneath the mucosa. It allows for the dispersion of saline and hence leads to formation
of a bleb of saline in the polyp bed. This bleb formation results in a marked elevation of the polyp
and thereby creates the lift (See Fig, 1).

The smaller outer diameter and fluid stream of the ERBELIFT Flexible Probe causes less
penetration damage to the tissue as compared to predicates. With the amplified force from the
Hand Pump, the saline disperses in the submucosa without actually puncturing the mucosal
tissue. Therefore the chances of complications like bleeding and laceration are comparatively
reduced as compared to the predicates. Also, the Performance (ex-vivo and in-vivo animal tests)
results demonstrated that there were no perforations with the use of proposed device (see
Section XI of this Review Memo). Further, the working length of the flexible probe (260 mm) is
comparable to that of the predicate needles (230 mm). The design of the Hand pump and the
fixed volume of the saline (0.75 ml per squeeze of the handle) limit to allow the user to control the
saline delivery volume.

Therefore, the modifications of having a Hand Pump as well as a Flexible Probe (with a
smaller working diameter and tip configuration) do not raise any new concerns or impact
the safety or effectiveness of the device.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT Th Hand Pump and Flexible Probe

4. The materials used for the Flexible Probe and Hand Pump are different compared to the
predicates.

Discussion: The proposed device flexible probe is made of Nylon and stainless steel, whereas
the hand pump is made of Polyetheretherketone (PEEK) and Nylon. Additionally, Medical grade
inks / reducer are used to imprint logos on the Probe and the Genesolv S-T solvent is used to
clean the Probe tip.

The firm provided adequate biocompatibility data (including the material specification
sheets and test reports, as summarized in Section VIII of this Review Memo) to
substantiate the change and there is not impact on safety or effectiveness of the device.

VI. Labeling

The firm provided labeling for the proposed device which can be located in Section V (Pages: 29-31)
of the original submission. The final version of the Instructions for Use manual can be located in Item
6, Sub-Tab 01Jul2009, Tab 7 of the Review Binder.

Overall, the labeling contains the following:

o Intended Use Statement
* Directions for Use
· Relevant Contraindications, Warnings, and Precautions
* Prescription Use Statement
• Marketing statements / claims

The Hand pump is a reusable component of the proposed device. It can be reused for up to 100
procedures and is required to be cleaned by wiping with water and hospital grade disinfectant prior to
each use.

Overall, the proposed device labeling provides adequate information for operating and reprocessing
the device. Adequate justification has been provided for the marketing claims and statements. The
user manual also outlines the steps for the device preparation and its usage with the endoscope.

Additionally, the firm provided predicate user manuals (see Section V of the original submission,
Pages: 1-28 for details) for comparison with the proposed device labeling. Review of predicate
labeling does not raise any new concerns that would impact the safety / effectiveness of the proposed
device.

Therefore, the proposed device is substantially equivalent to the predicates in this regards.

VII. Sterilization/Shelf Life/Reuse

The firm provided sterilization information for the proposed device, which can be located in Section
III, Page 31 of the original submission.

The proposed ERBELIFT system consists of a Hand Pump and a Flexible Probe. The Hand Pump is
reusable and provided non-sterile, whereas the Flexible Probe is labeled for single use and provided
sterile. The Sterilization Validation was carried out per the standard method described in ANSI /
AAMI / ISO 11135-1:2007. The method used is Ethylene Oxide sterilization and the Sterility
Assurance Level (SAL) is stated as 10-6.
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The Probe is placed in a protective sheath and then packaged in a Tyvek Pouch, suitable for
Ethylene Oxide sterilization and designed for maintaining its integrity. The firm has stated that the
ethylene oxide residual levels will be evaluated per AAMI / ANSI / ISO 10993-7:1995 and that prior to
the distribution of the ERBELIFT Flexible Probe, the residual levels for each product will not exceed
the following:

Ethylene Oxide (EO) Ethylene Chlorohydrin (ECH)

20 mg in the first 24 hours 12 mg in the first 24 hours

There are no new concerns from the sterilization standpoint. Therefore, the proposed device
supports the substantially equivalent determination in this regard.

VIII. Biocompatibility

Biocompatibility information is included in Section III, Page 18 of the original submission. The
proposed ERBELIFT Flexible Probe is categorized as being in limited contact (<24 hours) with
gastrointestinal tissue during Endoscopic Surgery (Note: Contact time ranges from a few seconds to
five (5) minutes).

The firm provided compliance assessment for ISO 10993-1 in Section III, Page 16 of the original
submission. Additionally, an expert report from Dr. Bill Bradbury was provided to address the
biocompatibility of the direct / indirect patient contacting materials. The report provided information
regarding the long history of their biocompatibility as well as their use in medical applications (e.g.,
disposable medical instruments, such as catheters and shunts). The report can be located in Item 4,
Sub-Tab 01 Jul 2009, Tab 7 of the Review Binder.

The firm provided MEM elution report to demonstrate the cytotoxicity testing of the Flexible Probe.
The results demonstrated that the materials are non cytotoxic.

Material (including adhesives) Summary of Testing

Victrex Polyetheretherketone (PEEK) MEM Elution Test (Cytotoxicity Testing)
Nylon 1 1 (white) Cell Line: Mouse Hetroploid Connective Tissue (L-929)

Incubation Period: 72 + 3 hours at 37 + 1 OC
Colorcon MD-1 185 No-Tox Black Ink Amount tested / Sample extract: 200.5 cm 2 / 66.8 mL
and Colorcon MD-1210 Reducer Result: Non cytotoxic

Genesolv-ST Solvent See Item 4, Sub-Tab 01 Jul 2009, Tab 7 of the Review
Binder for details

Note: the firm stated that the biocompatibility testing was performed on the final finished sterile
Flexible Probe and as per GLP guidelines.

Below is the summary of the component materials that are intended for direct and indirect patient
contact.

Victrex PEEK (Polvetheretherketone)
The Catheter Shaft and the tip of the Flexible Probe are made of Victrex PEEK, which is the same
material used for the Catheter Shaft of the ERBEJET2 Flexible Probe (previously cleared under
K072404). The Probe tip may come in brief contact with the tissue compromised during injection of
the saline, however; it is not intended to penetrate the tissue. The Shaft passes through a lumen in
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the endoscope and only a couple of centimeters of the shaft and the tip, exiting the distal end of the
endoscope, will have direct contact with the gastrointestinal mucosal tissue.

Nylon 11 (White)
The Luer Hub is made of white Nylon 11 and is over-molded onto the proximal end of the 260 cm
long catheter shaft. The Hub and strain relief are on the outside of the proximal end of the Probe and
have no direct contact with gastrointestinal tissue of the patient. The inner lumen of the Hub has
indirect contact through the normal saline that passes through the Probe and is force-induced into the
tissue. A material specification sheet has been provided for Titanium dioxide, which is a pigment
added to form Nylon 11 (White).

Colorcon Black Ink (MD-1 185) & Colorcon Reducer (MD- 1210)
They are used to print the ERBE Logo on the distal tip of the Probe and hence have a direct contact
with the gastrointestinal mucosal tissue.

Genesolv-ST solution
It is used to clean a portion of the distal tip of the Probe, prior to printing and hence will have a direct
contact with the mucosal tissue.

The firm provided material specification sheets for the above mentioned direct / indirect patient
contacting materials which can be located in Item 5, Sub-Tab 01 Jul 2009, Tab 7 of the Review
Binder.

Note: The strain relief for the Probe is made of Nylon 11 (clear), which is a non-patient contacting
material. The Genesolv-ST cleaner, Colorcon MD-1185 black ink, and Colorcon MD-1210 reducer
have a history of safe use (e.g. with Medron Inc.'s processing of BARD Access System Catheters
such as Groshong & PerQ-Cath Medline Catheters and Power Pic Solo Catheters).

The above information supports the biocompatibility and safe patient use for the ERBELIFT Flexible
Probe. There is minimal to no-risk of adverse biocompatibility concerns from the 5 minute or less
contact with the gastrointestinal environment,

Based on the history of safe use of these materials as shown in the firm's compliance assessment,
the expert report from Dr. Bill Bradbury and the Cytotoxicity testing (MEM Elution) report, there are no
new concerns impacting safety / effectiveness regarding biocompatibility and omission of
Sensitization and Irritation tests is justified.

Therefore, the proposed device is substantially equivalent to the predicates in this regard.

IX. Software
N/A - No software
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X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Present &Item Location in Submission- ~ ~ ~~~~~~~Acceptable?

Electrical Safety N/A N/A

Electromagnetic Compatibility N/A N/A

Included as part of

Mechanical YES performance testing -
device operated as

intended

Consensus Standards
The manufacturer identified the following consensus standards as being used in the design and
testing of the device:

STANDARD DESCRIPTION

AAMI / ANSI / ISO Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
10993-7:1995 Sterilization Residuals. [Recognition No. 14-76]

EN 980:1996 + Al :1999 + Graphical Symbols for Use in the Labeling of Medical Devices.
A2:2001 [Recognition No. 5-32]

ANSI / AAMI / ISO Biological evaluation of medical devices - Part 1: Evaluation and
10993-1:2003 testing. [Recognition No. 2-98]

Packaging for terminally sterilized medical devices - Part 2:
1AM607 ANSI/ISO Validation requirements for forming, sealing and assembly11607-2:2006 processes, led. [Recognition No. 14-294]

AAMI / ANSI / I SO Sterilization of health care products - Ethylene oxide - Part 1:
11135-1:2007 Requirements for the development, validation, and routine control of

a sterilization process for medical devices. [Recognition No. 14-228]

Medical devices - Application of risk management to medical
devices. [Recognition No. 5-40]

Xi. Performance Testing - Bench
The firm provided Performance / Animal Testing in Section III, Page 26 of the original submission. It
is a comparative study between the proposed ERBELIFT TM system and the predicate Needle
Injection System (K924102) for submucosal elevation (lift) in ex-vivo and in-vivo porcine models. A
summary of this testing is provided below:

Purpose:
To determine whether a hand-pump needle-free elevation system will affect procedure time and
generate tissue elevation without complication when compared to a needle system.
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Test Method:

A) Ex-Vivo Study
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XVI, Recommendation

Regulation Number: 21 CFR 876.1500
RegulanName: Endoscopic Injector Needle, Gastroenterology/ Injector, Fluid, Non-

Electrically Powered
Regulatory Class: II
Product Code: FBK

Primary Third Party Reviewer:

O/ J.UL. 2oo~9
fr nieD W.tLDhtonen Dt
Sr. Staff Engineer - Medical Devices

Responsible Third Party Official:

Jay Y. Kogoma Date
Sr. Staff Engineer - Medical Devices

Branch Chief Date

The following Appendices are attached to this review memo

SE Flow chart ....................................................................................................A ppendix A 1.1
Written Communications in Reverse Chronological Order .............................. ............Appendix A1.2
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Appendix A1.1

SE Flowchart

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

New Device is Compared to
Marketed Device

o (Do the differences Alter the
G Intended Therapeutic I Diagnostic I

Zz Does New Device Have Same CNO etc. Effect (In Deciding, May "- Not Substantially
ol Indications Statement? Consider Impact on Safety and Yes Equivalent'
'Y 0 Effectiveness)? ° Determination

Ca, ~~~V
New Device Has Same Intended Use N New Device Has New
and May be 'Substantially Equivalent" Intended Use

-> Yes
>V 0 Do the New

Does New Device Have Same (Z oldte)e>0 ~ ~ ~ ~ ~ ~ ~ ~ .i ~~~~~Could the New
DoesNewDeviceHave eCharacteristics Characteristics Raise

Technological Characteristics. e.g. -No* Affect Safety or Yes* New Types of Safety -Yes-
Design, Materials, etc.? Effectiveness?

Effectiveness? Questions?

Yes I
~i' ~~~~~~~~~~~No

Are te tDescriptive N

r- Characteristics Precise Enough 4 NJ Do Accepted Scientific No
No to Ensure Equivalence? Methods Exist for __ j

Assessing Effects of New
Characteristics?

Are Performance Data
Available to Assess Y

No Equivalence? r
PAre Performance Data

Available to Assess -N
Eff ects of New

ionce ~~~~~~~~~~~~~~~~~~~~~Characteristics? ...

Data Ye
Required Perforrance

Yes Data

K I® 0 G) 4,Required

Perfornance Data Performance Data
Demonstrate -Ye Yes- Demonstrate
Equivalence? Equivalence?

No No
"Substantially Equivalent"

To Determination To

510(k) submissions compare new devices to marketed devices. FDA requests additional information
if the relationship between marketed and "predicate" (pre-Amendments or reclassified post Amendments)
device is unclear.
This decision is normally based on descriptive information alone, but limited testing information is
sometimes required.
Data may be in the 510(k), other 510(k)s, the Center's classification files, or the literature.
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Dan Lehtonen Intertek

From: Erica Matthes [erica.matthes~erbe-usa.com]

Sent: Thursday, July 09, 2009 6:25 PM

To: Dan Lehtonen Intertek

Cc: John Tartal; Chris Hierhoizer

Subject: RE: 3179301 Bytne ERBELift

Dan -

I hope it is ok, but I actually just rewrote the entire statement you proposed. Mine maybe a bit wordy,
I just want to drive the point home and clarify.

In the in-viva study one of the endpoints was "perforation at maximum farce", In our conversation,
this was defined as the maximum pull /activation force applied to the trigger of the hand pump by the
user who is also deliberately ignoring the visual tissue effect - essentially simulating negligent use of
the pmoduct.

The purpose of this endpoint within the in-viva study was simulate if a perforation (worst case failure
made) of the tissue could occur when the device is notoperated per the intended use - rie. if an
untrained user, activates the trigger of the hand pump in a negligent manner (quick, strong pull famce)
in a thin walled tissue area, which does not require a high pull farce to achieve a submucasal lift
uinder direct visualization.

The results were such that no perforations were caused.

Please let me know if you have any questions.
Regards,
Erica Matthes

From: Dan Lehtonen Intertek [mailto:dan.lehtonen~intertek.com]
Sent: Thursday, July 09, 2009 5:15 PM
To: John Tartal; Erica Matthes
Cc: Chris Hierholzer
Subject: 3179301 Byrne ERBELift

Hello John I Erica -

Please confirm the following is accurate based on our phone conversation from this afternoon.

In the in-vivo study one of the endpoints was "perforation at maximum force". In our conversation,
this was defined as the maximum force applied to the hand pump from the user and that the purpose
of this endpoint of the study was to use the device in a manner that was outside what would
considered acceptable use - which is a series of quick strong pulls of the handle to determine if a
perforation would occur.

The results were such that no perforations were caused.

Please reply confirming this or changing as necessary.

If there are any questions please let me know.

Thanks,

Dan

7/9/2009 / 1
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Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Phone: 937-31 3-7454

Intertek
2307 E. Aurora Rd. Unit 87
Twinsburg, OH 44087

Fax: 330-405-5518
E-mail: dan.lehtonenr~intertek.com

www,gntertek-etllem ko~coM

CONFIDENTIALITY NOTICE

http://www.intertek.com

Confidentiality Notice: This e-mnail message, including any attachments or previous e-mail
mnessage(s) within, is for the Sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or
distribution is prohibited. If you are not the intended recipient, please contact the sender by
reply e-mnail and destroy all copies of the original. Thank you.
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Dan Lehtonen Intertek

From: John Tartal Uohn.tartal~erbe-usa.coml

Sent: Tuesday, July 07, 2009 4:01 PM

To: Dan Lehtonen Intertek

Cc: Chris Hierhoizer; Erica Matthes

Subject: RE: 3179301 - ERBELift 510k Update

Attachments: 510(k) Summary Revised 07-07-09.doc; ERBE ERBEJET 2 510(k) K072404
Biocompatibility Study Applicators, PEEK Pages.pdf

Dear Dan,

Hopefully an E-mail response to both questions s acceptable.

I . Attached is the revised 510(k) Summary. Sorry for the error.

2. PEEK was unfortunately not put on the table by mistake in the ERBEJET 510(k) K072404.
However, it is apart of the ERBEJET 2 Applicators/Probe and was included in the
biocompatibility study in the 51 0(k). See attached selected pages of the study in 51 0(k)
'PEEK' circled. So Dr. Bradbury's statement is correct (Note: Tissue contact is potential
much longer with ERBEJET Applicators/Probe in that the saline is used to cut/dissect tissue.).

Sincerely,
John Tartal
QAIRA Manager
ERBE USA, Inc.

From: Dan Lehtonen Intertek [mailto:dan.lehtonen~intertek.com]
Sent: Tuesday, July 07, 2009 2:56 PM
To: chierholzer~byrnemedical.com
Cc: John Tartal
Subject: 3179301 - ERBELift 510k Update

Hi Chris / John,

We have completed the review of the responses provided on 01 Jul 2009 and have following
questions:

1) The regulation number cited in the revised 51 0(k) summary (Section III, Page 1) is 875.1500,
which needs to be change to 876.1500. Please provide an updated summary. E-copy is acceptable.

2) On page 2 of the Biocompatibility Risk Assessment Report (generated by Dr. Bill Bradbury), "the
catheter shaft of the proposed ERBELIFT Flexible Probe is made of Victrex PEEK and this same
material is used for catheter shaft of the previously cleared ERBEJET Flexible Probe (K072404)."
However, in reviewing the 51 0(k) summary for K072404 (as provided on the FDA website), the
materials used for ERBEJET Flexible Probe are identified as Plastics (ABS, PA, PVC), Stainless
Steel, Silicone, Rubber and Synthetic Jewel (Corundum). Please clarify the use of PEEK in the
previously cleared ERBEJET (K072404).

Please let me know if there are any questions.

Thanks,

Dan

Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Phone: 937-313-7454

7/9/2009
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Dan Lehtonen Intertek

From: Dan Lehtonen Intertek

Sent: Tuesday, July 07, 2009 2:56 PM

To: chierholzer~byrnemedical.com'

Cc: 'john.tartal@erbe-usa.com'

Subject: 3179301 - ERBELift 510k Update

Hi Chris / John,

We have completed the review of the responses provided on 01 Jul 2009 and have following
questions:

1) The regulation number cited in the revised 510(k) summary (Section III, Page 1) is 875.1500,
which needs to be change to 876.1500. Please provide an updated summary. E-copy is acceptable.

2) On page 2 of the Biocompatibility Risk Assessment Report (generated by Dr. Bill Bradbury), "the
catheter shaft of the proposed ERBELIFT Flexible Probe is made of Victrex PEEK and this same
material is used for catheter shaft of the previously cleared ERBEJET Flexible Probe (K072404)."
However, in reviewing the 510(k) summary for K072404 (as provided on the FDA website), the
materials used for ERBEJET Flexible Probe are identified as Plastics (ABS, PA, PVC), Stainless
Steel, Silicone, Rubber and Synthetic Jewel (Corundum). Please clarify the use of PEEK in the
previously cleared ERBEJET (K072404).

Please let me know if there are any questions.

Thanks,

Dan

Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Phone: 937-313-7454

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Fax: 330-405-5518
E-mail: dan.lehtonen(pintertek corn

www in ertek-etisem ko com
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Dan Lehtonen Intertek

From: John Tartal Uohn.tartal@erbe-usa.com]

Sent: Thursday, June 25, 2009 7:05 PM

To: Dan Lehtonen Intertek

Cc: Erica Matthes

Subject: RE: Conference Call

Attachments: Comparison Table.doc; Biocompatibility Risk Assessment.pdf; Sterilization and
Cytotoxicity (MEM Elution) Test Reports.pdf

Dear

Thank you for your time. Our discussion was very helpful. Attached is the Comparison Table in word
as requested. I also include the Biocompatibility Risk Assessment as well as Sterilization and
Cytotoxicity (MEM Elution) Test Reports (Note: The Assessment and Reports will be included in our
response to the deficient report).

Sincerely,
John Tartal
QCARA Manager
ERBE USA, Inc.

Prom: Dan Lehtonen Intertek [mailto:dan.lehtonen@intertek.com]
Sent: Thursday, June 25, 2009 5:10 PM
To: John Tartal
Subject: Conference Call

Hi John,

I can be available most anytime on Friday in the AM. The afternoon looks busy already, but I might
be able to switch some things around if that fits your schedule. Just let me know a convenient time
and I can confirm availability.

Thanks,

Dan

Daniel W. Lehtonen
Srt Staff Engineer - Medical Devices
Phone: 937-313-7454

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Fax: 330-405-5518
E-mail: dan.lehtonen(intertek.com

wwwntertek-etlsemko.com

CONFIDENTIALITY NOTICE

http://www.intertek.com
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Dan Lehtonen Intertek

From: Nicole Bartolozzi Intertek

Sent: Wednesday, June 24, 2009 4:27 PM

To: chierholzer@byrnemedical.com

Cc: Dan Lehtonen Intertek; Bhavesh Sheth Intertek: john.tartal@erbe-usa.com

Subject: 510k - Byrne Medical 3179301 - Deficiency Report I

Attachments: 3179301 _Def Rpt.doc

Mr. Hierholzer,

Attached please find Intertek's deficiency report, which serves to provide a complete list of
deficiencies found in the 510(k) premarket submission. A written response (three hard copies and
one electronic) is required for the deficiencies identified.

After you have had an opportunity to review the findings, and determine an approximate date that we
should expect your response, please contact me via phone at (330) 405-3552 or e-mail at
nicole.bartolozzi(~,intertek.com so that your responses may be scheduled for review.

If after reviewing the content of this report there are questions, please contact your reviewer, Dan
Lehtonen via e-mail at dan.lehtonenid.intertek.com, phone at (937) 313-7454, or fax at (330) 405-
5518.

Best Regards,
Nicole

Nicole Bartolozzi

510(k) Administrative Assistant
Phone: 330-405-3552

Intertek
2307 East Aurora Road, Suite B7

Twinsburg, Ohio 44087, USA

fax: 330-405-5518

E-mail: Nicole Bartolozzih'intertek.com

wwwintertek-etlsernko.com

This einail mnay contain confident/a or pnvi/eced infornation. If you are not the intended recipient, or the person resionsible for delivering the
niessage to the intended recipient, then please niotify w by return -mail/ inriediatefy Should you have received this e'n a#/ in error then you
should not copy this for any purpose nor disclose it contents to any other person.
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2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Telephone: +1 330-405-3552
Facsimile: +1 330-405-5518
wwwt.intertek-etlsernko.com

19 Jun 2009

Mr. Chris Hierholzer
Byrne Medical, Inc.
3150 Pollok Drive
Conroe, TX 77303

SUBJECT: Deficiency Report
Device Name ERBELIFT TM Hand Pump and Flexible Probe
Intertek Project No. 3179301

Dear Mr. Hierholzer,

Following are the deficiencies found in the 510(k) premarket submission for the ERBELIFTTM Hand
Pump and Flexible Probe.

Please cut and paste the table beginning on the following page into a document that you
create on your letterhead and insert your responses to the deficiencies in the identified area of
the table. Using this format will simplify the review of the information that you provide.

This is the final report and serves to provide a complete list of deficiencies found in the 510(k)
premarket submission. A written response is required for the deficiencies identified.

After you have had an opportunity to review the findings, and determine an approximate date that we
should expect your response, please contact Nicole Bartolozzi via phone at (330) 405-3552 or e-mail
at nicole.bartolozzia),intertek.com so that your responses may be scheduled for review.

If after reviewing the content of this report there are questions, please contact me via e-mail at
dan.lehtonen(Wintertek.com, phone at (937) 313-7454, or fax at (330) 405-5518.

Please reference the project number when replying.

Yours sincerely, (SQ
rDanie(W Lieftonen

Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices

CC: Nicole Bartolozzi, 510(k) Administrative Assistant
John Tartal, ERBE CE

This report is tor the exclusive use of Intetelk's Client and is provided pursuant to the agreement between Intertek and its Client.
Intertek's responsibility and liability are limited to the terms end conditions of the agreement. Intertek assumes no liability to any party,
othe, than to the Client in accordance With the agreement, for any loss, expense or damage occasioned by the use of this report. Only
the Client is authorized to permit copying ot distribution of this report and then only in its entirety. Any use of the Intertek name or one of BEAD
its marks for the sale or advertisement of the tested material, product or service must first be approved in writing by Intertek. The L

observations and test results in this report are relevant only to the sample tested. This report by itself does not imply that the material,

product, or service is or has ever been under an intertok certification program.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency

1. Location: Missing - Standards Data Report for 510(k)s

Finding: In Section I, Page 6 of your submission you make reference to standards
EN 980 and ISO 11607-2. The FDA requires that Form 3654 be included
with all 510(k) submissions that reference a national or international
standard. A separate form is required for each standard referenced in the
510(k). Please complete the identified form for EN 980 and ISO 11607-2.
The form is available on the FDA website at the following link:
http://www.fda.qov/downloads/AboutFDA/ReportsManualsForms/Forms/U
CM081667.pdf

Note: Please reference the amendments (A1:1999 and A2:2001) in the
standard title for EN 980.

Response:

2. Location: Missing - Summary Reports

Finding: In Section III, Pages 13-15, you have provided FDA Form 3654 for ISO
10993-1, ISO 11135-1 and ISO 10993-7. Per these forms, summary
reports are stated to be provided. However, no such reports could be
located in the submission. Please provide summary reports for the above
mentioned standards to demonstrate the extent of conformance of these
standards.

Response:

3. Location: Section III, Page 4 - 510(k) Summary (Conclusions)

Finding: You have stated that the technological characteristics of the proposed
ERBELIFT system are 'similar' as compared to the predicates. However,
in reviewing the submission the technological characteristics of the
proposed needle less system are significantly different as compared to
the predicates with needle system. Please update this section to state
the technological characteristics as 'different' and provide a revised
510(k) summary.

Response:
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Item Description of Deficiency

4. Location: Section III, Page 17 - Declaration of Conformance with Consensus
Standards

Finding: You have not listed the consensus standards ISO 14971, EN 980, ISO
11607-2 and ISO 10993-7 in the 'Declaration of Conformance'. However,
these standards have been identified in the Utilization of Standards page
of the CDRH Cover Sheet (Section I, Page 6). Please provide a revised
'Declaration of Conformance with Consensus Standards' identifying all
applicable standards or include rationale as to how the standards are
used.

Response:
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT' TM Hand Pump and Flexible Probe

Item Description of Deficiency
5. Location: Section III, Page 19 - Biocampatibility Testing

Finding: You have provided a summary of biocompatibility for individual materials
of the proposed device. For biocompatibility assessment, FDA
recommends that the test articles be extracted from the finished, sterilized
device. Also, there may be possible contamination while assembling the
device. Please explain as to how the data provided demonstrates the
biocompatibility of the finished sterilized device. Alternatively, please
provide a revised biocompatibility testing for the final finished device.

Per, Use of International Standard ISO-10993. 'Biological Evaluation of
Medical Devices Part 1: Evaluation and Testing', the following tests are
recommended for the proposed device: Cytotoxicity, Sensitization and
Irritation (or Intracutaneous Reactivity). The compliance assessment and
the basis provided for individual materials are not adequate to justify the
omission of Sensitization and Irritation tests. Please provide a detailed
explanation as to how the omission of these tests will not affect the
biocompatibility of the finished device. Alternatively, please provide
biocompatibility reports for Sensitization and Irritation tests. Please
reference the standard* as applicable for specific tests and ensure that all
the test reports follow the extent of regulation of respective standard.
Also. please include a separate form 3654 for additional standards (if any)
that are referenced in the submission.

Per the FDA website, ISO 10993-1 0 is the recommended
biocompatibility standard for irritation and delayed-type hypersensitivity
tests.

Also, per extent of regulation for ISO 10993-1, ccompliance with FDA
Good Laboratory Practices (GLPs) regulation is required. Please revise
the biocompatibility section to indicate that the testing is done in
accordance with GLP guidelines.
Additionally, there are references to the cytotoxicity and biocompatibility
risk assessment reports in the submission; however no such reports could
be located. Please provide these reports, since they are necessary for
assessing biocompatibility.
Note: Please revise the Utilization of standards list in the CDRH
Coversheet and the Declaration of Conformity to reflect the identification
of additional standards.

Response:

Page 4 of 6 QC<

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Ir a n ~ ~~~~~~~~~~Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT Tm Hand Pump and Flexible Probe

Item Description of Deficiency
6. Location: Section III, Page 20 - Materials Used

Finding: Per FDA Guidance Document for the Traditional 510(k) dated August 12.
2005, it is recommended that adequate material information be provided
for all the device components that come into direct or indirect contact with
the patient. Please provide material designation and manufacturer
information for the following materials: Nylon I11 (Clear) and Nylon 1 1
(White).
Also, please clarify the model number of Polyetheretherketone (PEEK)
and provide material specifications sheet for the Colorcon MD-i 185 and
Colorcon M D- 121 0.
Additionally, please identify the K number of the control syringe intended
to be used as an accessory with the proposed device.

Response:

7. Location: Missing - Contraindlications (instructions for Use Manual: Proposed
Labeling)

Finding: Per labeling provided on Page 4, the use of the predicate K924102 is
contraindlicated for uncooperative patients and/or patients with severe
coagulopathy. Also, as stated on Page 23, the contraindlication for the
predicate K040961 include those specific to any encioscopic procedure,
uncooperative patients, and patients with coagulopathy. In reviewing the
Instructions for Use Manual for the proposed device, there are no
contraindications provided.

Please provide revised labeling with the contraindlications included or
provide a rationale explaining why you feel the contraindications are not
applicable to your device.

Response:

8. Location: Section V, Pages 32 - Safety Precautions I Warnings

Finding: The predicate labeling provided for comparison contains precautionsI
warnings specific to endoscopic procedures and handling of the device.
However, the proposed labeling does not include these warnings/
precautions. Since, the proposed device employs a comparable
endloscopic procedure (except for needle injection), please revise the
labeling to include relevant warnings I precautions.

Response:
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Item Description of Deficiency

9. Location: Section V, Pages: 34 & 35 - Marketing Statements / Claims

Finding: The marketing statements I claims for the proposed device state:

* An easier and less demanding method of generating force to
drive the fluid into the sub mucosa

* Flexible probe - connecting hub with standard luer lock that is
winged which allows easy connection to the syringe, especially
with wet gloves.

The information provided in the submission does not support any of the
above mentioned claims. Please remove these claims or provide
scientific explanation to substantiate them. Please note that claims of this
nature typically require clinical data for substantiation. If such data is
needed, the device will not be eligible for 3rd Party Review and will need
to be withdrawn and submitted directly to FDA.

Also, on Page 35, you claim that "in larger working channel scopes, the
Probe may be able to be passed down alongside another instrument."
Please provide a scientific discussion and supporting information as to
how the integrity of the probe will remain unaffected with the presence of
another instrument within the working channel. Alternatively, please
remove this claim and revise the section.

Response:

10. Location: Throughout Submission - Classification Identification

Finding: The classification for the device is identified as 876.1500 (FBK) and / or
880.5430 (KZE). Please revise all documents (e.g. CDRH cover sheet,
summary, etc.) to identify the classification as the 876.1500 (FBK) or
revise to include both classifications and a detailed discussion supporting
the classification designation.

Response:

END
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Dan Lehtonen Intertek

From: Erica Matthes [erica.matthes~erbe-usa.com]
Sent: Wednesday, June 10, 2009 12:09 AM
To: Dan Lehtonen Intertek

Cc: Erica Matthes; John Tartal
Subject: ERBELIFT 510(k) - Images you requested

Attachments: imageOO2.jpg

Dear Dan -

It was a pleasure speaking with you today, and I appreciate all the questions. Please let John and I
know if you have any other questions, so we can assist you in seeing this submission successfully to
the FDA. I am available at any time, please see my contact information at the bottom of this email,
for questions as mentioned in our call today.

Per your request, please see the images from the Performance Testing in color below. I also added a
schematic of the submucosal elevation below to assist in your understanding of the procedure. I
apologize for not emailing it sooner, but I was bogged down in meetings (as you well know) until the
end of the day today. Hopefully this will help with your summary / follow up to our call, which John
and I look forward to reviewing.

Let me know if I can be of any other further assistance.
Regards,
Erica

7/9/2009
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Erica L. Matthes
Technical Product Manager
ERBE USA Inc.
2225 Northwest Parkway
Marietta, GA 30067-9317
Tel: (770) 955-4400 or (800) 778-3723 ext. 123
Fax: (770) 955-2577
Cell: (404) 790-4201
Email: Erica.Matthes(T.erbe-usa.com
Web: www.erbe-usa.com

Confidentiality Notice: This e-mall message, including any attachments or previous e-mail message(s) within, is for the
sole use of the intended recipient(s) and may contain confidential and privileged information. Any unauthorized review,
use, disclosure or distribution is prohibited. IF you are not the intended recipient, please contact the sender by reply e-
mail and destroy all copies of the original. Thank you.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

K Number

The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate box):

Li Special 510(k) Do Sections 1 and 2

[ Abbreviated 510(k) Do Sections 1, 3 and 4

0 Traditional 510(k) (Or no identification provided) Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or Missing or Location in
Adequate Inadequate Submission

Cover letter, containing the elements listed on page 3-2 Section 1
of the Premarket Notification [510(k)] Manual. page 1
Table of Contents. X Front page
Truthful and Accurate Statement. Section 2

Page 1
Device's Trade Name, Device's Classification Name Section 1
and Establishment Registration Number. Page 4
Device Classification Regulation Number and
Regulatory Status (Class I, Class II, Class III or X Section 1
Unclassified). Page 4
Proposed Labeling including the material listed on Section 5
page 3-4 of the Premarket Notification [510(k)] Manual. Page 29-35
Statement of Indications for Use that is on a separate Separate
page in the premarket submission. Page
Substantial Equivalence Comparison, including
comparisons of the new device with the predicate in Section 3
areas that are listed on page 3-4 of the Premarket Page 5-10
Notification [510(k)] Manual.
510(k) Summary or 510(k) Statement. Section 3

Page 1-4
Description of the device (or modification of the device)
including diagrams, engineering drawings, photographs X Section 4
or service manuals.
Identification of legally marketed predicate device. * Section 1

X Page 4
Compliance with performance standards. * [See NA
Section 514 of the Act and 21 CFR 807.87 (d).]
Class III Certification and Summary. ** NA
Financial Certification or Disclosure Statement for
510(k) notifications with a clinical study. * [See 21 CFR NA
807.87 (i)]
510(k) Kit Certification NA

- May not be applicable for Special 510(k)s.
·* - Required for Class III devices, only.

- See pages 3-12 and 3-13 in the Premarket Notification [510(k)] Manual and the Convenience Kits
Interim Regulatory Guidance.

Page 1 of 4
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT~h Hand Pump and Flexible Probe

Section 2: Required Elements for a SPECIAL 510(k) submission:

Item ~~~~~~~~~~~~~Present or Missing or Location in
Item ~~~~~~~~~Adequate Inadequate Submission

Name and 510O(k) number of the submitter's own,
unmodified predicate device.
A description of the modified device and a comparison
to the sponsor's predicate device.
A statement that the intended use(s) and indications of
the modified device, as described in its labeling are the
same as the intended uses and indications for the
submitter's unmodified predicate device. ______

Reviewer's confirmation that the modification has not
altered the fundamental scientific technology of the
submitter's predicate device.
A Design Control Activities Summary that includes the
following elements (a-c):
a. Identification of Risk Analysis method(s) used to

assess the impact of the modification on the device
and its components, and the results of the analysis. ______

b. Based on the Risk Analysis, an identification of the
required verification and validation activities,
including the methods or tests used and the
acceptance criteria to be applied. ______________

c. A Declaration of Conformity with design controls that
includes the following statements:

A statement that, as required by the risk analysis,
all verification and validation activities were
performed by the designated individualis) and the
results of the activities demonstrated that the
predetermined acceptance criteria were met. This
statement is signed by the individual responsible
for those particular activities.
A statement that the manufacturing facility is in
conformance with the design control procedure
requirements as specified in 21 CFR 820.30 and
the records are available for review. This
statement is signed by the individual responsible
for those particular activities.

Page 2 of 4
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT~ Hand Pump and Flexible Probe

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Item ~~~~~~~~~~~Present or Missing or Location in
Item ____________________ Adequate Inadequate Submission

For a submission, which relies on a guidance
document and/or special control(s), a summary report
that describes how the guidance and/or special
control(s) was used to address the risks associated
with the particular device type. (If a manufacturer elects
to use an alternate approach to address a particular
risk, sufficient detail should be provided to justify that
approach.)
For a submission, which relies on a recognized
standard, a declaration of conformity [For a listing of
the required elements of a declaration of conformity,
SEE Required Elements for a Declaration of
Conformity to a Recognized Standard, which is
posted with the 510(k) boilers on the H drive.]
For a submission, which relies on a recognized
standard without a declaration of conformity, a
statement that the manufacturer intends to conform to
a recognized standard and that supporting data will be
available before marketing the device.
For a submission, which relies on a non-recognized
standard that has been historically accepted by FDA, a
statement that the manufacturer intends to conform to
a recognized standard and that supporting data will be
available before marketing the device.
For a submission, which relies on a non-recognized
standard that has not been historically accepted by
FDA, a statement that the manufacturer intends to
conform to a recognized standard and that supporting
data will be available before marketing the device and
any additional information requested by the reviewer in
order to determine substantial equivalence.
Any additional information, which is not covered by the
guidance document, special control, recognized
standard and/or non-recognized standard, in order to
determine substantial equivalence.

*-When completing the review of an abbreviated 51 0(k), please fill out an Abbreviated Standards Data
Form (located on the H drive) and list all the guidance documents, special controls, recognized
standards and/or non-recognized standards, which were noted by the sponsor.

aWI
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTW Hand Pump and Flexible Probe

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 510(k) submissions
(If Applicable):

Item Present or Missing or Location in
Adequate Inadequate Submission

a) Biocompatibility data for all patient-contacting Section 3
materials, OR certification of identical X Page 18-26
material/formulation:

b) Sterilization and expiration dating information: xSection 3
Page 31

I) sterilization process X

ii) validation method of sterilization process X

iii) SAL X

iv) packaging X

v) specify pyrogen free NA

vi) ETO residues X

vii) radiation dose NA

viii) Traditional Method or Non-Traditional Method Traditional

c) Software Documentation NA

Passed Screening: X Yes No

Reviewer: Daniel W. LehtoneIh Date: 06 May 2009

Concurrence by Review Branch:

w~C~
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Interlek Project Number 3179301

Spowr Byrne Medical, Inc.

Product ERBELIFTIM Hand Pump and Flexdble Probe

Contents of Supplement Tab Dated 07 Jul 2009

Additional I Replacement Information Pirovded by the
Sponsor In Support of Their 510(k) Submission

Each itm Is separated by a light blue sheet of paper

1. Overal Response Le From Firm for Request for Informato

2. Final version: 510(k) Summary

a eiipon to verily the use of PEEK (Polyetheretherketone) in a previously cleared device -
RBEJET (K1072404)
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I~ft PmJe Number 3179301

Sposor: Byrne Medical, Inc.

Product ERSEUFTTh Hand Pump and Flexible Probe

Item I
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Dan Lehtonen Intertek

From: John Tartal [john.tartal~erbe-usa.com]

Sent: Tuesday, Jury 07, 2009 4:01 PM

To: Dan Lehtonen Intertek

Cc: Chris Hierhoizer; Erica Matthes

Subject: RE: 3179301 - ERBELift 510k Update

Attachments: 510(k) Summary Revised 07-07-09.doc; ERBE ERBEJET 2 51 0(k) K072404
Biocompatibility Study Applicators, PEEK Pages.pdf

Dear Dan,

Hopefully an E-mail response to both questions s acceptable.

I.Attached is the revised'51 0(k) Summary. Sorry for the error.

2. PEEK was unfortunately not put on the table by mistake in the ERBEJET 51 0(k) K072404.
However, it is apart of the ERBEJET 2 Applicators/Probe and was included in the
biocompatibility study in the 51 0(k). See attached selected pages of the study in 51 0(k)
'PEEK" circled. So Dr. Bradbury's statement is correct (Note: Tissue contact is potential
much longer with ERBEJET Applicators/Probe in that the saline is used to cut/dissect tissue.).

Sincerely,
John Tartal
QA/RA Manager
ERBE USA, Inc.

From: Dan Lehtonen Intertek [mailto:dan.lehtonen~intertek.com]
Sent: Tuesday, Jury 07, 2009 2:56 PM
To: chierholzer~byrnemedical.com
Cc: John Tartal
Subject: 3179301 - ERBEI-ift 510k Update

Hi Chris I John,

We have completed the review of the responses provided on 01 Jul 2009 and have following
questions:

1) The regulation number cited in the revised 51 0(k) summary (Section 111, Page 1) is 875.1500,
which needs to be change to 876.1500. Please provide an updated summary. E-copy is acceptable.

2) On page 2 of the Biocompatibility Risk Assessment Report (generated by Dr. Bill Bradbury), "the
catheter shaft of the proposed ERBELIFT Flexible Probe is made of Victrex PEEK and this same
material is used for catheter shaft of the previously cleared ERBEJET Flexible Probe (K072404)."
However, in reviewing the 51 0(k) summary for K072404 (as provided on the FDA website), the
materials used for ERBEJET Flexible Probe are identified as Plastics (ABS, PA, PVC), Stainless
Steel, Silicone, Rubber and Synthetic Jewel (Corundum). Please clarify the use of PEEK in the
previously cleared ERBEJET (K072404).

Please let me know if there are any questions.

Thanks,

Dan

___ ~~~~Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Phone: 937-31 3-7454

7/9/2009
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Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Fax: 330-405-5518
E-mail: dan.lehtonen@inter-tek.com

www.intertek-etsemrko.com

CONFIDENTIALITY NOTICE

http://www.intertek.com·

Confidentiality Notice: This e-mail message, including any attachments or previous c-mail
message(s) within, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or
distribution is prohibited. If you are not the intended recipient, please contact the sender by
reply e-mail and destroy all copies of the original. Thank you.

(
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

510(k) SUMMARY

Submitted By: Byrne Medical Incorporated
3150 Pollock Drive
Conroe, TX 77303
Tel: 936-539-0391
Fax: 936-539-2381

Contact Person: Chris Hierholzer
Quality Control Manager

Date Prepared: April 22, 2009

Common Namne:, Injector

Trade/Proprietary Name: ERBELIFTTm Hand Pump and Flexible Probe

Classification Name: Endoscopic Injection Needle (21 CFR Part 876.1500)

Product Code: FBK

Legally Marketed
Predicate Device: Endoscopic Injection Needle 510(k) Number: K924102

and Endoscopic Injection Needle/Snare 510(k) Number:
K040961

Device Description:

The ERBELIFTTm Hand Pump and Flexible Probe are used for the delivery of
pressurized sterile normal saline to the submucosa to lift polyps or other mucosal
lesions. A control syringe is filled with sterile normal saline. The filled syringe is
attached to the Flexible Probe via a hub with a standard luer lock and loaded into the
Hand Pump. The Flexible Probe is primed with the saline and then the distal end of
the Probe is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target tissue without puncturing
the mucosa. Then, the trigger of the Hand Pump is squeezed to produce
pressurized saline from the control syringe and through the Probe into the bed of the
polyp or lesion to achieve a desired tissue lift.

Ill-i21
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

The Hand Pump is made of nylon and stainless steel. It is 8-3/4" (22 cm) long, 6"
(15 cm) wide, and having a thickness of 2-1/2" (6 cm). The Pump per squeeze of
the handle delivers approximately 0.75 ml of normal saline. The Flexible Probe is
made of Polyetheretherketone (PEEK) and nylon (Note: Medical grade inks and
reducer are used to imprint logos on the device.). It has a 1.3 mm Outer Diameter
and length of 260 cm. The distal tip is tapered to approximately 0.005" and delivers
a jet stream of 120 urn. The Hand Pump with the Flexible Probe can generate
pressures in the approximate range of 145 to 650 psi which correlates to flow rates
of 17 to 38 mI/minute.

The Hand Pump is reusable with the Flexible Probe being provided as sterile and
single use.

Intended Use:

The ERBELIFTTm Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

Similarities and Differences of the Proposed Device to the Current Devices
(Predicate Comparison/Substantial Equivalence):

Similarities
The ERBELIFT Hand Pump and Flexible Probe have an intended use that is within
the intended uses of the predicates. Also, like the predicates, the purpose is the
same in that the devices are for the injection of fluids into tissue for endoscopic
purposes. The lifting medium (i.e. sterile normal saline) is also a part of the types of
solutions identified for use with the predicates. The materials used for the proposed
device are also similar to the predicates. Additionally for accompanying various
types and sizes of endoscopes, the working length of the Flexible Probe is
comparable (260 cm) to the predicates (230 cm). Both predicates also require the
need for a syringe connected via standard luer lock like the proposed device (Note:
A designated control syringe is used to ensure sufficiency in regards to strength and
durability. The control syringe is identified in the Instructions For Use for the
proposed device.). Furthermore, the Flexible Probe is sterilized via Ethylene Oxide,
single use, and disposable as are the predicates.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Differences
The Hand Pump is an additional component for the ERBELIFTTM system as
compared to the predicates. The Pump provides the force to the control syringe to
induce the pressurized fluid into the submucosa as compared to the force of the
needle and fluid hand pushed from a syringe to lift polyps or other mucosal lesions.

The technology employed in the ERBELIFT product has been widely used in
medical devices since the 1900s. Needle-free injection devices, first called "jet
injectors," were developed in the 1930s and used extensively for over 50 years in
mass human vaccination programs for smallpox, polio, and measles. 2' 3 Using
mechanical compression to force fluid through a small orifice, these devices
produced a high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for
a 21-gauge needle) that could penetrate skin and subcutaneous tissue 4. These
devices are used today to inject insulin, cardiovascular dyes, etc. The manual fluid
injectors are classified by FDA as product code KZE.

Functional bench and animal lab testing has demonstrated that the ERBELIFT Hand
Pump and Flexible Probe lifts the submucosa safely and effectively. See Section
III, Product Data - Performance Testing.

The types of materials used for the Flexible Probe are similar to the predicates but
specific materials are slightly different. Therefore, biocompatibility of the specific
materials for the Probe was demonstrated. See Section III, Product Data -
Biocompatibility Study.

Besides the use of a Hand Pump with the ERBELIFT system to provide the force
needed to lift the mucosa in comparison to force of a needle and fluid pressure from
the predicates, the working diameter and tip/fluid stream of the ERBELIFT Flexible
Probe is much smaller (i.e. a working diameter of 1.3 mm with a tipped Inner
Diameter of approximately 0.120 mm as compared to a working diameter of 2.5/3.0
mm respectively with a 25 G needle/tip of 0.508 mm Outer Diameter and 0.241 mm
Inner Diameter for the predicates). For the ERBELIFT Flexible Probe the smaller
diameter and fluid stream with no mechanical needle injection causes less
penetration tissue damage. Also, because fluid seeks the path of least resistance it
is easier to find the tissue plane and easier to create a lift. See Section III, Product
Data - Performance Testing.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Conclusion:

The ERBELIFT Hand Pump and Flexible Probe's intended use is a part of the
predicate's indications in the previously cleared 510(k)s. The ERBELIFT system has
slightly different principles of operation and technological characteristics as the
predicate devices. The use of an amplified fluid force via the Hand Pump as
compared to the force of a needle and pressure from pushing a syringe by hand with
the predicates (i.e. mechanical trauma of a needle with less fluid pressure) was
found to be less traumatic to tissue because of the penetration size being much
smaller as well as it being easier to do because of fluid dynamics. The modifications
of having a Hand Pump instead of a needle as well as a Flexible Probe with a
smaller working diameter and tip configuration did not raise any new safety or
efficacy concerns. In conclusion, all the changes were verified or validated. As a
result, the ERBELIFT Hand Pump and Flexible Probe did not adversely affect safety
or effectiveness.

Reis EC, Jacobson RM, Tarbell S, Weniger BG. Taking the sting out of shots: control of
vaccination-associated pain and adverse reactions. Pediatr Ann. 1998;27:375-386.

2Hingson RA, Davis HS, Rosen M. The historical development of jet injection and envisioned uses
in mass immunization and mass therapy based upon two decades experience. Mil Med.
1963; 128:516-524.

3Chase CCL, Daniels CS, Garcia R, et al. Needle-free injection technology in swine: Progress
toward vaccine efficacy and pork quality. J Swine Health Prod. 2008;16(5):254-261.
(http://wvww.aasv.orq/shap/issues/v16n5/vl6n5p254.htm

4Mitragotri S. Immunization without needles. Nat Rev Immunol. 2005;5:905-916
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ERBE USA Incorporated CONFIDENTIAL
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BIOCOMPATIBILITY STUDY
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3150 Pollok Dr.
tr. ~~~~~~~~~~~~~~~~~~~Connoe, TX 77303

~~~-~~~~p 'M od Tnr ~~~~~~~~~~~~~~Main tine: (936) 539 -0391
,,It..- SL.LInc.Main Fax: (936) 539 -2381

The Unversa Irrigation Solution

June 29, 2009

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087
Attn: Daniel W. Lehtonem,
Senior Staff Engineer - Medical Devices

Intertek Project No.: 3179301 - ERBELIFr' m Hand Pump and Flexible Probe

Additional information was requested regarding the above project through your Deficiency Report dated
06/19/09 and E-Mailed on 06/24/09. To facilitate your review, the questions with our responses are included
in the table that was provided with changes as well as additions as part of Exhibits. We have included one
complete paper copy and one electronic copy. Please accept this material into the record for the
Project/510(k).

We believe that the response enclosed has adequately resolved the request as noted. However, if
you have any further questions or need technical assistance, please call John Tartal at (770) 955-
4400 or email direct at "John.Tartal~erbe-usa.com".

Sincerely,

Chris Hierhoizer
Quality Control Manager
Byrne Medical, Inc.

MKT-012 Revision A
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Item Description of Deficiency

1. Location: Missing - Standards Data Report for 510(k)s

Finding: In Section I, Page 6 of your submission you make reference to standards
EN 980 and ISO 11607-2. The FDA requires that Form 3654 be included
with all 510(k) submissions that reference a national or international
standard. A separate form is required for each standard referenced in the
510(k). Please complete the identified form for EN 980 and ISO 11607-2.
The form is available on the FDA website at the following link:
http://www.fda.qov/downloads/AboutFDA/ReportsManualsForms/Forms/U
CM081667.pdf

Note: Please reference the amendments (A1:1999 and A2:2001) in the
standard title for EN 980.

Response: Form 3654 for ISO 14971, EN 980, 11607-02 (That is Standards in
Section I, Page 6 in which Forms 3654 were not completed) were not
submitted in the 510(k) for the Standards because the Form for these
Standards cannot be accurately completed (Note: There is no test data,
etc. involved with these standards.). These standards provide guidance
for risk analysis, using international symbols on labeling, and validating
packaging respectively. I have spoken with FDA regarding this matter
and was told to use the Form and Summary Report for Standards in
applicable situations.

As requested amendments (A1:1999 and A2:2001) were included in the
standard title for EN 980 on Section I, Page 6. See Exhibit 1.

2. Location: Missing - Summary Reports

Finding: In Section III, Pages 13-15, you have provided FDA Form 3654 for ISO
10993-1, ISO 11135-1, and ISO 10993-7. Per these forms, summary
reports are stated to be provided. However, no such reports could be
located in the submission. Please provide summary reports for the above
mentioned standards to demonstrate the extent of conformance of these
standards.

Response: A Summary Report was completed as Declaration of Conformance with
Consensus Standards for each of the above Standards. See Page 111-16
for ISO 10993-1. ISO 11135-1 and ISO 10993-7 are Standards that
involve sterilization guidelines (i.e., EO validation and EO residuals). The
Declaration of Conformance with Consensus Standards for ISO 11135-1
and ISO 10993-7 Standards were provided on Page 111-17. Also, the
involved Sterility Information regarding these Standards is provided on
Page 111-31. In the past, providing the Summary Reports in this manner
was acceptable to FDA.
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Item Description of Deficiency

3. Location: Section III, Page 4 - 510(k) Summary (Conclusions)

Finding: You have stated that the technological characteristics of the proposed
ERBELIFT system are 'similar' as compared to the predicates. However,
in reviewing the submission the technological characteristics of the
proposed needle less system are significantly different as compared to
the predicates with needle system. Please update this section to state
the technological characteristics as 'different' and provide a revised
510(k) summary.

Response: The conclusion was revised. See Exhibit 2.

Note: The entire 510(k) Summary was provided in the Exhibit without the
"Confidential" identifier so that it could be used for FDA's posting of the
510(k).

4. Location: Section III, Page 17 - Declaration of Conformance with Consensus
Standards

Finding: You have not listed the consensus standards ISO 14971, EN 980, ISO
11607-2 and ISO 10993-7 in the 'Declaration of Conformance'. However,
these standards have been identified in the Utilization of Standards page
of the CDRH Cover Sheet (Section I, Page 6). Please provide a revised
'Declaration of Conformance with Consensus Standards' identifying all
applicable standards or include rationale as to how the standards are
used.

Response: ISO 10993-7 was included as a Declaration of Conformance with
Consensus Standards on Page 111-17. Again, ISO 14971, EN 980, ISO
11607-2 are Standards that provide guidance for risk analysis, using
international symbols on labeling, and validating packaging respectively;
therefore, Declaration of Conformance with Consensus Standards for
these Standards is not applicable.

* .. V .Th'.IISO
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Item Description of Deficiency
5. Location: Section III, Page 19 - Biocompatibility Testing

Finding: You have provided a summary of biocompatibility for individual materials
of the proposed device. For biocompatibility assessment, FDA
recommends that the test articles be extracted from the finished, sterilized
device. Also, there may be possible contamination while assembling the
device. Please explain as to how the data provided demonstrates the
biocompatibility of the finished sterilized device. Alternatively, please
provide a revised biocompatibility testing for the final finished device.
Per, Use of International Standard ISO-10993. 'Biological Evaluation of
Medical Devices Part 1: Evaluation and Testing', the following tests are
recommended for the proposed device: Cytotoxicity, Sensitization and
Irritation (or Intracutaneous Reactivity). The compliance assessment and
the basis provided for individual materials are not adequate to justify the
omission of Sensitization and Irritation tests. Please provide a detailed
explanation as to how the omission of these tests will not affect the
biocompatibility of the finished device. Alternatively, please provide
biocompatibility reports for Sensitization and Irritation tests. Please
reference the standard* as applicable for specific tests and ensure that all
the test reports follow the extent of regulation of respective standard.
Also, please include a separate form 3654 for additional standards (if any)
that are referenced in the submission.
'Per the FDA website, ISO 10993-1 0 is the recommended
biocompatibility standard for irritation and delayed-type hypersensitivity
tests.

Also, per extent of regulation for ISO 10993-1, ccompliance with FDA
Good Laboratory Practices (GLPs) regulation is required. Please revise
the biocompatibility section to indicate that the testing is done in
accordance with GLP guidelines.
Additionally, there are references to the cytotoxicity and biocompatibility
risk assessment reports in the submission; however no such reports could
be located. Please provide these reports, since they are necessary for
assessing biocompatibility.
Note: Please revise the Utilization of standards list in the CDRH
Coversheet and the Declaration of Conformity to reflect the identification
of additional standards.

Response: The materials for the Flexible Probe were chosen based upon their long
history of biocompatibility as well as their use in medical applications
(e.g., many disposable medical instruments, catheters, shunts, etc. use
these materials.). Our initial assessment of the need to only perform
Cytotoxicity was confirmed by a Biocompatibility Risk Assessment
generated by an independent expert (Dr. Bill Bradbury). See Exhibit 3.1.

Prototype samples (Note: The entire Flexible Probe) were prepared by
our contract manufacturer using the same manufacturing processes that
will be employed for the finished medical device. These samples were
sent to a contract testing laboratory. The Flexible Probes were sterilized
(sterilization representing greater than 2X) and then the Cytotoxicity
(MEM Elution) testing was performed. Reactivity was "0" (Note:
Sterilization and Testing was done under GLP.). See Exhibit 3.2.
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Item Description of Deficiency
6. Location: Section III, Page 20 - Materials Used

Finding: Per FDA Guidance Document for the Traditional 510(k) dated August 12,
2005, it is recommended that adequate material information be provided
for all the device components that come into direct or indirect contact with
the patient. Please provide material designation and manufacturer
information for the following materials: Nylon 11 (Clear) and Nylon 11
(White).

Also, please clarify the model number of Polyetheretherketone (PEEK)
and provide material specifications sheet for the Colorcon MD-1 185 and
Colorcon MD-1210.

Additionally, please identify the K number of the control syringe intended
to be used as an accessory with the proposed device.

Response: As provided in the biocompatibility study (See Page 111-20), PEEK, Nylon
11 White, Genesolv S-T (Solvent), and Colorcon MD-1 185 as well as
MD-1210 (Printing Ink and Reducer) are the materials that have the
potential of indirect and/or direct patient contact (Note: Not Nylon Clear).
The requested additional material information is as follows:

PEEK: VictrexV PEEK Type 381G, Natural [Material Safety Data Sheet
(MSDS) CAS#31694-16-3 - 381G] {See Exhibit 4.1}

Nylon 11 White: Elf Atochem North America Nylon 11 (Clear) [MSDS
CAS# - 25587-80-8 - Part # 0096 - Medron] with Whittaker, Clarke, and
Daniel Inc. 0.9 wt.% Titanium Dioxide (TiO 2) [MSDS CAS # 13463-67-7]
(See Exhibit 4.2)

Genesolv ST (Solvent): Honeywell Genesolv S-T [MSDS] {See Exhibit
4.31

Colorcon MD-1185 as well as MD-1210 (Printing Ink and Reducer):
Colorcon Black Ink (MD-1185) & Colorcon Reducer (MD-1210) [MSDSs]
{See Exhibit 4.4)

Note: For additional information in regards to materials of the
device and as well as indirect and direct patient exposure reference
Page IV-5 (Device Drawing), Pages 111-18 to 111-26 (Biocompatibility
Study) and Exhibit 3.1 (Biocompatibility Risk Assessment by
Independent Expert Dr. Bill Bradbury)

Control Syringe: Deroyal;_Part Number (P/N) 77-712391; Control Syringe,
10 ml Male Luer Lock Ring and Finger Rings (3 Rings); 510(k) Number
K920135
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Item Description of Deficiency
7. Location: Missing - Contraindications (Instructions for Use Manual: Proposed

Labeling)

Finding: Per labeling provided on Page 4, the use of the predicate K924102 is
contraindicated for uncooperative patients and/or patients with severe
coagulopathy. Also, as stated on Page 23, the contraindication for the
predicate K040961 include those specific to any endoscopic procedure,
uncooperative patients, and patients with coagulopathy. In reviewing the
Instructions for Use Manual for the proposed device, there are no
contraindications provided.

Please provide revised labeling with the contraindications included or
provide a rationale explaining why you feel the contraindications are not
applicable to your device.

Response: The statement, "Contraindications: The use of these devices is
contraindicated for uncooperative patients and/or patients with severe
coagulopathy.", was added to the labeling (Instructions For Use). See
Exhibit 5.

8. Location: Section V, Pages 32 - Safety Precautions I Warnings

Finding: The predicate labeling provided for comparison contains precautions /
warnings specific to endoscopic procedures and handling of the device.
However, the proposed labeling does not include these warnings /
precautions. Since, the proposed device employs a comparable
endoscopic procedure (except for needle injection), please revise the
labeling to include relevant warnings / precautions.

Response: I have meticulously reviewed the "Warnings and Precautions" in the
labeling of the predicates for statements which are applicable in our
labeling. I find that I have included all necessary statements as "Safety
Instructions- Warnings" as follows:
Training, not using damaged product, not using product in which there
may be a package integrity issue, not using product beyond its expiration,
etc. (Note: All of these statements were considered as a result of our risk
assessment.).

Many statements in the "Warnings and Precautions" for the predicate
devices actually do not belong in the section (e.g., the device being single
use, compatibility of working channel scope size, solution types, etc.).
The information is instructional in nature and diminishes the effectiveness
of the 'real" Warnings and Precautions in the predicate labeling.
Therefore, as directed by FDA, some of the statements in the predicate
labeling Warnings and Precautions section are included in our labeling
but not in our "Safety Instructions- Warnings" section.

231~
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Item Description of Deficiency
9. Location: Section V, Pages: 34 & 35 -Marketing Statements I Claims

Finding: The marketing statements I claims for the proposed device state:

* An easier and less demanding method of generating force to
drive the fluid into the sub mucosa

* Flexible probe - connecting hub with standard luer lock that is
winged which allows easy connection to the syringe, especially
with wet gloves.

The information provided in the submission does not support any of the
above mentioned claims. Please remove these claims or provide
scientific explanation to substantiate them. Please note that claims of this
nature typically require clinical data for substantiation. If such data is
needed, the device will not be eligible for 3rd Party Review and will need
to be withdrawn and submitted directly to FDA.
Also, on Page 35, you claim that "in larger working channel scopes, the
Probe may be able to be passed down alongside another instrument."
Please provide a scientific discussion and supporting information as to
how the integrity of the probe will remain unaffected with the presence of
another instrument within the working channel. Alternatively, please
remove this claim and revise the section.

Response: Substantiation of Claim: "An easier and less demanding method of
generating force to drive the fluid into the submucosa. "
Pulling the trigger of the ERBELIFT Hand Pump ergonomically designed
pistol grip hand pump allows for less activation force to push the plunger
of the syringe compared to an in-line motion like when the user uses their
hand force applied to syringe connected to an injection needle.

Substantiation of Claim: "Flexible Probe - connecting hub with
standard luer lock that is winged which allows easy connection to
the syringe,. "
The winged luer lock on the ERBELIFT Flexible Probe provides more
surface area for the user's fingers to grasp onto when twisting the luer to
lock or unlock - this additional winged surface area is not available on
standard leur locks used on the injection needles.
Note: "especially with wet gloves" was removed from the statement.
See Exhibit 6.

"in larger working channel scopes, the Probe may be able to be
passed down alongside another instrument." was removed from the
list. See Exhibit 6.
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Item Description of Deficiency

10. Location: Throughout Submission - Classification Identification

Finding: The classification for the device is identified as 876.1500 (FBK) and / or
880.5430 (KZE). Please revise all documents (e.g. CDRH cover sheet,
summary, etc.) to identify the classification as the 876.1500 (FBK) or
revise to include both classifications and a detailed discussion supporting
the classification designation.

Response: All documents in the submission were changed to identify the device's
classification as only 876.1500 (FBK). See Exhibit 7 (Also Exhibit 2).
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Note: Complete this section if your application or submission cites standards or includes a 'Declaration of Con formity to a Recognized Standard'
statement. __________

Standards No. Standards Standards Title Version Date
Organization

14971 ISO Medical devices - Application of risk management N/A 2007
1 ~~~~~~~~~~to nmedical devices

Standards No. Standards Standards Title Version Dale

Organization

10993-1 AAMI ANSI Biological evaluation of medical devices - Part 1: N/A 2003

2 [so Evaluation and testing

Standards No. Sandards Standards Title Version Date

Organization

EN 980 EN Graphical Symbols for Use in the Labelling of N/A 2003

3 Medical Devices (A1: 1999 and A2:200 1)

S§tandards No. St-andards Standards Title Version Date
Organization

11607-2 AAMI ANSI Packaging for terminally sterilized medical devices - N/A 2006

4 ISO Part 2: Validation requirements for forining,
sealing and assembly processes

- Standards No. STtandards Standards Title VTersion Dale
Organization

ii1135-1 AAMI ANSI Sterilization of health care products - Ethylene oxide N/A 2007

5 ISO - Part 1: Requirements for thle development,
validation, and routine control of a sterilization
process for medical devices

St-§andards No. Standards Standards TItle Version Date
Organization

10993-7 AAMI ANSI Biological Evaluation of Medical Devices - Part 7: N/A 1995
6 ISO Ethylene Oxide 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 liurden ror (liis collectioni of i eforniation is estimated to average 0.5 hour per response, including the time rer reviewing instructions, searching
existing data Sources, gailhering and maintaining (lie data needed, and completing reviewving rthe collection of' minbmation. Send comments regarding this bttrden

evirita~te or any oilier aspect of this collection of infonrmation, including sugaesuionis for reducing ibis burden to:

Food and Drug Administmatiotl
CDR1N (l-IFZ-342)
9200 Corporate B~lvd.
Rockville, MD 20850

.4si ,genig' frair fiat conduct orsponsor, eand aperson is uno retluitedite respotdid t, a collection of' informaiaon i... dess i' displays a cnrrently validt 0Af/ conitrol

FORM FDA 3514 (9107) PAGES5 of 6 PAGESZw9
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

510(k) SUMMARY

Submitted By: Byrne Medical Incorporated
3150 Pollock Drive
Conroe, TX 77303
Tel: 936-539-0391
Fax: 936-539-2381

Contact Person: Chris Hierholzer
Quality Control Manager

Date Prepared: April 22, 2009

Common Name: Injector

Trade/Proprietary Name: ERBELIFTTm Hand Pump and Flexible Probe

Classification Name: Endoscopic Injection Needle (21 CFR Part 875.1500)

Product Code: FBK

Legally Marketed
Predicate Device: Endoscopic Injection Needle 510(k) Number: K924102

and Endoscopic Injection Needle/Snare 510(k) Number:
K040961

Device Description:

The ERBELIFTTm Hand Pump and Flexible Probe are used for the delivery of
pressurized sterile normal saline to the submucosa to lift polyps or other mucosal
lesions. A control syringe is filled with sterile normal saline. The filled syringe is
attached to the Flexible Probe via a hub with a standard luer lock and loaded into the
Hand Pump. The Flexible Probe is primed with the saline and then the distal end of
the Probe is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target tissue without puncturing
the mucosa. Then, the trigger of the Hand Pump is squeezed to produce
pressurized saline from the control syringe and through the Probe into the bed of the
polyp or lesion to achieve a desired tissue lift.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTm Hand Pump and Flexible Probe

The Hand Pump is made of nylon and stainless steel. It is 8-3/4" (22 cm) long, 6"
(15 cm) wide, and having a thickness of 2-1/2" (6 cm). The Pump per squeeze of
the handle delivers approximately 0.75 ml of normal saline. The Flexible Probe is
made of Polyetheretherketone (PEEK) and nylon (Note: Medical grade inks and
reducer are used to imprint logos on the device.). It has a 1.3 mm Outer Diameter
and length of 260 cm. The distal tip is tapered to approximately 0.005" and delivers
a jet stream of 120 um. The Hand Pump with the Flexible Probe can generate
pressures in the approximate range of 145 to 650 psi which correlates to flow rates
of 17 to 38 mI/minute.

The Hand Pump is reusable with the Flexible Probe being provided as sterile and
single use.

Intended Use:

The ERBELIFT~m Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile, normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

Similarities and Differences of the Proposed Device to the Current Devices
(Predicate Comparison/Substantial Equivalence):

Similarities
The ERBELIFT Hand Pump and Flexible Probe have an intended use that is within
the intended uses of the predicates. Also, like the predicates, the purpose is the
same in that the devices are for the injection of fluids into tissue for endoscopic
purposes. The lifting medium (i.e. sterile normal saline) is also a part of the types of
solutions identified for use with the predicates. The materials used for the proposed
device are also similar to the predicates. Additionally for accompanying various
types and sizes of endoscopes, the working length of the Flexible Probe is
comparable (260 cm) to the predicates (230 cm). Both predicates also require the
need for a syringe connected via standard luer lock like the proposed device (Note:,
A designated control syringe is used to ensure sufficiency in regards to strength and
durability. The control syringe is identified in the Instructions For Use for the
proposed device.). Furthermore, the Flexible Probe is sterilized via Ethylene Oxide,
single use, and disposable as are the predicates.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFT TM Hand Pump and Flexible Probe

Differences
The Hand Pump is an additional component for the ERBELIFTTM system as
compared to the predicates. The Pump provides the force to the control syringe to
induce the pressurized fluid into the submucosa as compared to the force of the
needle and fluid hand pushed from a syringe to lift polyps or other mucosal lesions.

The technology employed in the ERBELIFT product has been widely used in
medical devices since the 1900s. Needle-free injection devices, first called ljet
injectors," were developed in the 1930s and used extensively for over 50 years in
mass human vaccination programs for smallpox, polio, and measles. 1' 2'3 Using
mechanical compression to force fluid through a small orifice, these devices
produced a high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for
a 21-gauge needle) that could penetrate skin and subcutaneous tissue 4. These
devices are used today to inject insulin, cardiovascular dyes, etc. The manual fluid
injectors are classified by FDA as product code KZE.

Functional bench and animal lab testing has demonstrated that the ERBELIFT Hand
Pump and Flexible Probe lifts the submucosa safely and effectively, See Section
11, Product Data - Performance Testing.

The types of materials used for the Flexible Probe are similar to the predicates but
specific materials are slightly different. Therefore, biocompatibility of the specific
materials for the Probe was demonstrated. See Section III, Product Data -
Biocompatibility Study.

Besides the use of a Hand Pump with the ERBELIFT system to provide the force
needed to lift the mucosa in comparison to force of a needle and fluid pressure from
the predicates, the working diameter and tip/fluid stream of the ERBELIFT Flexible
Probe is much smaller (i.e. a working diameter of 1.3 mm with a tipped Inner
Diameter of approximately 0.120 mm as compared to a working diameter of 2.5/3.0
mm respectively with a 25 G needle/tip of 0.508 mm Outer Diameter and 0.241 mm
Inner Diameter for the predicates). For the ERBELIFT Flexible Probe the smaller
diameter and fluid stream with no mechanical needle injection causes less
penetration tissue damage. Also, because fluid seeks the path of least resistance it
is easier to find the tissue plane and easier to create a lift. See Section Ill, Product
Data - Performance Testing.
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Byrne Medical Incorporated
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Conclusion:

The ERBELIFT Hand Pump and Flexible Probe's intended use is a part of the
predicate's indications in the previously cleared 510(k)s. The ERBELIFT system has
slightly different principles of operation and technological characteristics as the
predicate devices. The use of an amplified fluid force via the Hand Pump as
compared to the force of a needle and pressure from pushing a syringe by hand with
the predicates (i.e. mechanical trauma of a needle with less fluid pressure) was
found to be less traumatic to tissue because of the penetration size being much
smaller as well as it being easier to do because of fluid dynamics. The modifications
of having a Hand Pump instead of a needle as well as a Flexible Probe with a
smaller working diameter and tip configuration did not raise any new safety or
efficacy concerns. In conclusion, all the changes were verified or validated. As a
result, the ERBELIFT Hand Pump and Flexible Probe did not adversely affect safety
or effectiveness.

Reis EC, Jacobson RM, Tarbell S, Weniger BG. Taking the sting out of shots: control of
vaccination-associated pain and adverse reactions, Pediatr Ann. 1998;27:375-386.

2Hingson RA, Davis HS, Rosen M. The historical development of jet injection and envisioned uses
in mass immunization and mass therapy based upon two decades experience. Mil Med.
1963;128:516-524.

3Chase CCL, Daniels CS, Garcih R, et al. Needle-free injection technology in swine: Progress
toward vaccine efficacy and pork quality. J Swine Health Prod. 2008;16(5):254-261.
(tittp://www.aasv.orq/shap/issues/v16n5/v16n5p254.htm

4Mitragotri S. Immunization without needles. Nat Rev Immunol. 2005;5:905-916
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ERBE USA, Inc. -March 
24, 2009

2225 Northwest Parkway
Marietta, GA 30067-9317
Attn: Erica L Matthes

SUBJECT:

Biocompatibility Risk Assessment related to the ERBELIFTWm Flexible Probe, Part

Number (REF): 791 2-1 002.

PURPOSE AND SCOPE:

The purpose of this Risk Assessment is to support that the ERBELIFTTM Flexible Probe

is not a biocompatibility risk based upon the fundamental principles outlined in FDA

G95-1 Memorandum and the 1S010993, Part 1 Standard.
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3.0 Luer Hub: Nylon 1 1. White

3.1 The HUb, molded to the Proximal end of the 260 cm shaft will only have
indirect contact with the Gastrointestinal mucosal and compromised tissue
through contact with the normal saline that passes through the Probe and
is force-injected into the tissue.

MATERIAL CHARACTERIZATION I RISK ASSESSMENT:
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SUMMARY:

The above information supports the biocompatibility and safe patient use for the
ERBELIFTTM Flexible Probe. A minimum or no-risk of adverse biocompatibility is

indicated from the 5 minute or less contact with the Gastrointestinal environment. No
adverse biocompatibility effects are expected at the brief point of contact of the Probe
tip or from the injected saline.

In conclusion, biocompatibility per the fundamental principles outlined in FDA G95-1
Memorandum and the ISO10993, Part 1 Standard has been confirmed and no further
biocompatibility testing was considered necessary.
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REFERENCES:

1. The ERBEJET Flexible Probe covered by FDA 510k Number: K072404, October
31, 2007.
http://www.erbe-usa.com/products/ERBEJET2.asp

2. Colorcon NO-TOX Medical Device Ink (MDI)
Http:llwww.colorcon-com/lnotox/home

3. Genesolv ST used in "delicate medical applications, eg. plastic catheter line
cleaning".
http://www.epa.qov/ozone/snapl/solvents/EPASolventMarketReport.pdf

SlGNAT DATE: March 24, 2009

William C. Bradbury, PhD
Bradbury Consulting Service Inc.
16860 Tamarind Rd
Sugarloaf, FL 33042-3515
305 745-2822
drbillbrad(V)aol.com
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Nelson Laboratories, Inc. - Secure Customer Access Page 1 of I

Viewing Data For: My Data

Study Details for Lab Number: 463420

! Final Report (2 MR - please right-click and save this file)
Study Information:
Sample ID: ENG-022009 2 units
Test SEC2 10: Sterilization Exposure Cycles: Steris Cycle, 100% EO (tip to 5 hours
Description: chamber time)

PO Number:

Study Director: Phil Tuckett

OStudy Type: GLP

~'Turn Around: Standard

Alerts:

Study Dates:
Samples Received: 20 Feb 2009

Test Started: 25 Feb 2009

Test Finished: 27 Feb 2009

@1QA Received (GLP): 02 Mar 2009

G$QA Reviewed (GLP): 02 Mar 2009

RDEReport Mailed: 02 Mar 2009

©2009 Nelson Laboratories. Inc. ISO 9001:2001 ] FDA REGISTERED [ ISO 17025
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FINAL REPORT

PROCEDURE NO. 
PROTOCOL DETAIL SHEET NO. 

LABORATORY NO.

PREPARED FOR:

JOHN TARTAL
ERBE-USA, INC.

2225 NORTHWEST PARKWAY
MARIETTA GA 30067

SUBMITTED BY:
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ERBELIFTTM Instruction For Use
Hand Pump and Flexible Probe

Cautionl Federal law restricts this device to sale by or on the order of a physician.

Hand Pump, No. 7912-1001
Reusable Pump that is loaded with a sterile normal saline-filled syringe which
connects to a Flexible Probe (Note: The Hand Pump can be used for 100
procedures).

Flexible Probe, No. 7912-1002
Single use Probe that connects to a sterile normal saline-filled syringe that is loaded
into a Hand Pump.

Accessories Needed but Not Provided
Normal Sterile Saline
Syringe Type: DeRoyal Medical Products, 10 ml Male Luer Lock Ring and Finger Rings (3
Rings) Control Syringe, Product Number 77-712391. An 8 ml size can also be used
(Product Number 77-400391).

Note: The working channel of the endoscope must have a diameter larger than 1.5
mm.

Safety Instructions
WARNINGS

The products may only be used by medical personnel who have been trained per
these instructions.

Hand Pump
Clean/Disinfect the Hand Pump prior to using the device the first time and before
every subsequent use. Before each use, check that the product is intact. Verify that
there are no signs of physical damage. If damaged, do not use this product. Protect
this product from any form of mechanical damage.

Flexible Probe
Sterility is not guaranteed if the package has been opened or damaged. Discard if
the package is damaged. An expiration date is printed on the packaging of the
device. Do not use any product beyond its expiration date. When using the device
clinically (within a patient), do not puncture the mucosa with the Probe's tip. Dispose
of the product after use. The device is only intended to be used once.. Do not re-
sterilize.

Byrne Medical, Inc. expressly warns against modifying the products. Any
modification exempts Byrne Medical, Inc. from any and all liability.

Contraindications: The use of these devices is contraindicated for
uncooperative patients and/or patients with severe coagulopathy.

Intended use

The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

LIT15209/00 01109
Page 1 of 2
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How to use

1. Prior to use, clean and disinfect the Hand Pump by using a hospital grade
disinfectant. Follow the manufacturer's instructions for using the disinfectant.

2. Pull back the plunger of the Hand Pump.

3. Using accepted medical methods, open the packaging of the syringe and fill it
with sterile normal saline.

4. Use aseptic techniques to open the pouch of
the Flexible Probe and remove the Probe
from its protective sheath (i.e. hoop). jI
Note: Ensure that the Probe's integrity is not compromised throughout its use.

5. Connect the Probe's hub luer to the syringe.
Ensure that the connection is secure. a

6. Load the syringe into the barrel of the Hand
Pump at the three (3) connection points.

Connection Points

7. Using accepted medical methods, squeeze the trigger of the Hand Pump to
purge the attached Flexible Probe of air with the normal saline (i.e. purge the
Probe.).

8. When needed, place the distal end of the Flexible Probe down the working
channel of the endoscope. Under direct visualization, place the Probe's tip
against the target tissue where a submucosal lift is desired (Note: Do not
puncture the mucosa with the Probe's tip.).

9. To create the desired lift, squeeze the handle in a controlled manner while
viewing the cushion formation. Create other lifts as desired.

1O.After use, remove the Flexible Probe from the endoscope. The Probe may be a
potential biohazard. Therefore, handle and dispose of the Probe in accordance
with accepted medical practices as well as with local, state and federal
regulations. Finally, disinfect the Hand Pump by using a hospital grade
disinfectant. Follow the manufacturer's instructions for using the disinfectant.

ERBE USA, Inc.
2225 Northwest Parkway

USA INCORPORATED Marietta, GA 30067
Surgical Systems Phone No.: 770-9554400 or 800-T78-3723

Fax No.: 770-955-2577

LIT/5209100 01/09
Manufacturer: Byrne Medical, Inc.; 3150 Pollok Drive; Conroe, TX 77303 Page 2 of 2
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ERBELIFTTIm Hand Pump and Flexible Probe
Marketing Statements/Claims

a The ERIBELIFT Hand Pump and Flexible Probe produces submucosal
elevations as traditional needle-injection systems.

a Easy to use devices.

* An easier and less demanding method of generating force to drive the fluid
into the submucosa.

* Needle-less submucosal elevation.

* No mechanical trauma of using a needle, need to find the submucosal plane

with a needle, or perforation with a needle.

a Hand Pump

o Ergonomic Pistol Grip Design:

* Supports natural wrist posture I position.

* Intuitive hand placement.

* Ambidextrous operation.

* Form and dimensions to accommodate both the female or male
user's anthropometric hand specifications.

* Center of giravity passes through the grip of the handle of the
grasping hand, minimizing fatigue.

* Curved handle desig n to avoid compressive forces against the
soft tissue of the hand'.

* Non-slip materials support the effective grip between the wet,
gloved hands and the pump.

o Comfortable, One Hand Activation:

• Easy operation due to less gripping force compared to an in-line
tool handle or motion (e.g. force applied to syringe connected to
an injection needle)2.

• The separation length of the trigger to the handle base allows
either a male for female user to wrap up to four fingers around the
trigger and maximize their grip pull strength 3.

o The length. and shape of the trigger allows either a male for
female user to comfortably wrap up to four fingers around the
trigger to minimize discomfort during multiple activations.

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.
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ERBELIFT' TM Hand Pump and Flexible Probe
Marketing Statements/Claims

The user can easily control when to immediately stop and / or to
reinitiate the flow due to the mechanical drive mechanism per pull
/ activation.

o Easy to monitor fluid volume from the mounted control syringe since
each activation (trigger pull) delivers a quantified output.

Flexible Probe

o Connecting hub with standard luer lock that is winged which allows easy
connection to the syringe.

o Small outer diameter tubing which is compatibility with a large range of
flexible endoscope working channel sizes.

o Smooth but sturdy tubing allows for easy insertion in a scope as well
as removal from a scope.

o There is no needle to cause damage to the channel of the scope.

http://www.advanceder~onomics~comn/product/tools.htm

2

http://www.ccohs.ca/oshanswers/ergonomics/handtools/tooldesiRg.html

2
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Product codes of devices to which substantial equivalence is claimed Summary of. or statement concerning,
safety and effectiveness information

I 510 (k) summary attached

5 6 71 8 [] 510 (k) statement

Information on devices to which substantial equivalence Is claimed (if known)

510(k) Number Trade or Proprietary or ModelName Manufacturer

1 1,924102 1 lnjecionNcedle 1 United States Endoscopy Group, Inc.

2 K040961 2 Injection Needle/Snare 2 United States Endoscopy Group, Inc.

3 3 3

4 4 4

5 5 5

6 6 6

Common or usual name or classilication

Injector

Trade or Proprielary or Model Name for This Device Model Number

1 ERBELIFT T'M -Hand PImp arid Flexible Probe 1 N/A

2 2

3 3

4 4

~~~~~~~~~~~~~~~~~~55

FDA document numbem of all prior related submissions (regardless of outcome)

1 2 3 4 5 6

7 8 9 10 11 12

Data included in Submission
D u u Laboratory Testing Animal Trials Ei Human Trials

Product Code C.F.R. Section (if applicabl Device Class

FBK El6.1500 Class I Class It

Classification PClass Ii Unclassified

Gastroentcrology/Urology and/or General Hospital

Indications (from labeling)

The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for the induction of sterile normal saline in the submucosaato

lifl polyps or other mu~osal lesions using direct visualization through a flexible endoscope.

FORM FDA 3514 (9107) t-2,I PAGE 3 of 6 PAGES
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See OMB Statement on Reverse. Form Approved: OMB No. O910-0616. Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 2820))

(For submijslodn with an appllcatlonsubmlssion, Includlig amendments, supplements. and resubmissions, under §§ 505. 515, 520(m), or 510(k) of the

Federal Food~ Drug, and Cosmelic Act or § 351 of the Public Health Service Act.)

1. NAME OF SPONSORIAPPLICANTISUBMITTER 2. DATE OF THEAPPL[CATION/SUBMISSION
WHICH THIS CERTIFICAT1ON ACCOMPANIES

Byrne Medical. Inc. Jun 29, 2009

3. ADDRESS (Number Street, Se Ia/ and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)

31]50 roilock Drive 3.3909

Conroe, TX 17303 gTel.) 936-539-0391

Fax 936-539-2381
(Fax).. . . .... ...........................

5. FOR DRUGSIBIOLOGICS: Include Any/All AvailableEslablishod, Proprielary and/or Chemicaligiochemical/BIood/CeluIlaJ/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)

Injector. Code FBK (No.: 876.15(00)

ERBELIFT
r~ Hand Pump and Flexible Probe

~'~ ~,~ ,;~i~'~~'~~ .~:~ ~ ~ ~.13 :. I . ~C-TIONI/i~SLBMISSIbNINRMTOe .T. ; ,: -,:',-':;-; ' :.. '

6. TYPE OF APPLICATION/SUBMI$SION WHICH THIS CERTIFICATION ACCOMPANIES

E IND E] NDA [] ANDA fl BLA [] PMA fl HOE gj 510(k) fl POP Ol tlher

7. INCLUDE IND/NDA/ANONBLA/PMAJHDE/510(k)/PDP/OTHER NUMBER (f[numbsrpn-viously assigned)

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

TIIATICN7STATEMENTMIhNFORMATlO1PT< iLiWKd7

9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additionalinformal/on and explanation)

A. I certify that the requirements of 42 U.S.C. § 2820). Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823. Public Law

110-85. do not apply because the applicalion/submlsslon which this certification accompanies does not reference any clinical trial.

[] B. I ceroify Ihat the requirements of 42 U.S.C. § 2820). Section 402() 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.

E C. I certify that the requirements of 42 U.S.C. § 2820). Section 402() of the Public Health Service Act, enacted by 121 Stal. 823, Public Law

110-85, apply to one or more of the clinical tials referenced in the application/submlsslon which thIs certification accompanies and that

those requirements have been mel.

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THENATIONAL CLINICAL TRLAL (NCT NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S)."

UNDER 42 U.S.C. § 2820)(1)(A)(I). SECTION 4020()(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):

s~6~acuat~,te~an~c~6Iete~.sqbr~Ilif6h-f Irifourniflpn.jlundeislafldhatiathe

11. SIGNATURE SPONSO APPLICANT/SUBMiTTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
AUTHO 2Z EPRE ATIV Sign Chi'iehle

(Name) . ..................

Tte) QC Managur
(Title) ~ ~ ~ ~~~~~~~~~~~~~ ........... .... ...... .......................................

13. ADD S(NumberStreetState, dZIPCode)(of person identfited 14. TELEPHONE AND FAX NUMBERS

in Nos. I1 and 12)include Area Code)

3150 Pollock Drive (Tel.).., 936-539-0391

Conroe, TX 77303
Fa)936-539-2381
(FAX) ~~~~~~....... ........ ....-. ............... .... ......... ................

Form FDA 3674 (11108) (FRONT)

Sn;I
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See OM B Statement on Revere,e Form Approved: DM8 No. 0910MG616. Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with

Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submlissionlVith an ?pplicatiordsubmisston. including amendmhents, 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'/ APRLUCANT'/:SUBMITTERWINFORMATION ,.j - - -

1. NAME OF SPONSORIAPPLICANTJSUBMIrTER 2. D)ATEOF THEAPPLICATION/SUBMISSION
Bvmc Medical, Inc. ~~~~~~~~~~WHICH THIS CERTIFICATION ACCOMPANIES

Jun 29. 2009

3. ADDRESS (Number. Street, Stote,.and ZIP Coda) 4. TELEPHONE AND FAX NUMBERS
3150 Pollack Drive ~~~~~~~~~~~~~~~~(include Area Code)

Canine. TX 77303 (Tel.) ~~~~~~~~~~~~~~~936-539-0391

(Fax) 936.539.2381

IPRODUCT INFORMATION,
5. FOR DRUGS/BIOL.OGlCS: Include AnylAll Available Established, Proprietary and/cr ChernicaY/Biochemics/8tood/Cellulaf/0Ofl Therapy Product Name~s)

FOR DEVICES: tnclude Any/All Common or Usual Name(s). Classification, Trade or Proprietary or Modal Name~s) and/or Model Number(s)
(Attach extra pages as necessary)

Injector, Code P11K (No.: 876.1500)

ERBELIFT"'t Hand Pump and Flexible Probe

ItT ~ ~ ~ .4 ~t .APPLICATION' SUBMISSION INFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

WIND ENDA flANDA 3L EA fl PMA H- HIDE 510(k) FEl PDP FH Other

7. ICLUD INDNDAJNDNB.A/PAINDJS10kVPDOTER NUMBER (iltnumber previcusly assigned)

8. SERIAL NUMBER ASSIGNE TAPPLICATIONISUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

tCERTIFIC'ATION[STATEMENT;IINFoRMATION
9. CHECK ONLY ONE OF THE FOLLDWNG BOXES (Sea instructions for additional informationj and explanation)

F A. ~~~~I certify that the requIrements-of 42 U.S.C. § 2820), 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 wvhich this certification accompanies does not reference any clinical trial.

EH B. I certify that the requirements Of 42 U.S.C. § 282W). Section 4020) 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 applicationisubmission which this certificaition accompanies.

C.I certify that the requirements of 42 U.S.C. § 2820). Section 4020) 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 applicationlsubmlssion which thIs certification accompanies and thai

those-requirements have been met.

10. IF YOU CHECKED BOX C, IN NUMBR 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICALiTRIAL(S)."
UNDER 42 U.S.C. § 2620)(1)(A)i) SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHIICH THIS CERTIFICATION ACCOMPANIES.(Attach extra pages as necessary)

NCT Number(s): ________

The~~~~unde~~~l~~'~~ ~ ~ T&hls~kI-owIedgi3thfat tis is'an accu"Fatij; rneIj~n crlIt~~~iSl~lfn0m lIunderstIand ItTi61t

,fallure~to, biihcricl~q~rdby 42 USC280()B:seclIon~4O2j('5)(P'o~f th8binHadarvc~t ~dh td~gtb islori

offaif[se~certificalo-nu'nder v~ch secllon~are prohibited hctsjifd6?.21.U.S.C. § 331:.ect~ipn 31d h eeIgo, rg fdo~t&

war6iig: Awifllfullytind knowingl falsejs~taternentils acrirniinal'dffense.,U.S. Code. (1116~ i8Actlon.100i.

1 1. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO.1 1

AUTHORIZED REPRESENTATIVE (Sign) CrsIlehie

Chris) Q Iiauerlile

13. AODRESS(N/niber S/metState, and ZIPCod) (of poeron ide ntified 14. TELEPHONE AND FAX NUMBERS .DAEO

3150 Potlock Drive 965909
Correct TX 77303..................J 292 9

Form FDA 3674 (11108) (FRONT) E

3%~
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Instructions for Completion of Form FDA 3674

Certification of compliance, under 42 U.S.C.,§ 2820)(5)(B), with Requirements of ClinIcal-frials.gov, Data Bank (42 U.S.C. § 2820l))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,

516, 520(m), or-51O(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act,

1. Name of SponsorlApplicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/

subniission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date -ThisIs the date of the applIcatIon/submIssion which the certilication accompanies.

3. & 4. - Provide complete address, telephone number and fax number of the sponsor/appllcant/submitter.

5. Product Information - For Drugs/Biotogics: Provide the established, proprietary name, and/or chemicalbhiochemical/blood product/

cellular/gene therapy name(s) for the product covered by the applicationisubmission. 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 nameslmodel 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 applicatlon/submission is not identified, check the box labeled "Other.

7. INDINDA/ANDAJBL.A/PMAiHDEI15O(k)/PD)P/Cther Number - If FDA has previously assigned a number associated with the apipictimlori

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 aisequiential serial number Is assigned to the application. If there is such a serial number, provide it in

this ield. 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/applicantsubmlitter has concluded that the requirements of 42 U.S.C. § 2820), section 4020) 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 4020) of

the~ublic Health Service Act, do rtot 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.

§2820)(1)(A)(i). section 402fj)(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/applicantlsubmitter has concluded that the requirements of 42 U.S.C. § 26i2(), section 4020) 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. § 2820), section 402(j) of the Public Health Service Act, apply to one or more of the

clinicail 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.CllnicalTriats.gov for each clinical trial that is an "applicable clinicai trial" under 42 U.S.C. § 2820(I)i(A)(Ai). 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 NOT numbers that,

as of the dale 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 applicationtlsubmIssion which

the certification accompanies. Leave this field blank if you have checked Box S.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/Submiitter 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 riot the sponsor/applicant/sulbmitter 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 persion who is identified in number 11 and signs the certification in

number 1 1.
15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paiperork Reduction Act Statement

Public reporting.burden for this collection of inrorrnation is estimated to average 15 minutes and 45 minutes (depending on the type of appicautiorn/submin'15ion)

per response, Irncluding time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information.

includiing suggestions (or reducing this burden, to the address below.
Department of Health end Human Services An, agency may not conduct or sponsor, and a person is

Food and Drug Administration not requinad Io respond to. a collection of information,

Office of the Chief Information Officer (HFA-250) unless it displays a currently valid 0MB control number.
5600 Fishers Lane
Rockville, MD 20857

Form FDA 3674 (11(08) (BACK)
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTMHand Pump and Flexible Probe

SUBMISSION SUMMARY

(A) 510(k) Premarket Notification

(1) Trade (Proprietary) Name: ERBELIFT TM Hand Pump and Flexible
Probe

(2) CommondName: Injector

(3) Classification Name: Endoscopic Injection Needle

(4) Establishment Number: 1651395

Owner/Operator: Byrne Medical Incorporated
3150 Pollock Drive
Conroe, TX 77303

(5) Class: II

Regulation: 21 CFRs 876.1500

Panel: Gastroenterology-Urology and/or General
Hospital

Product Code: FBK

(B) Compliance with Performance Standards

The ERBELIFTTM Hand Pump and Flexible Probe were tested as applicable
using "Recognized Consensus Standards". See Section III, Product Data -
Declaration of Conformance with Consensus Standards.

(C) Proposed Labeling

Refer to Section V, Device Labels and Labeling as well as Marketing
Statements for the proposed labeling of the ERBELIFT Hand Pump and
Flexible Probe. There are draft package labels and labeling (i.e. Instructions
For Use) in this Section.

The predicate product labeling is also in Section V.

1-
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Indications for Use

5 1 0(k) Number (if known): _______

Device Name: Byrne Medical, Inc.'s ERBELJFTTm Hand Pump and Flexible Probe

Indications For Use:

The ERBELJFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for
the induction of sterile normal saline into the submucosa to lift polyps or other mucosal lesions
using direct visualization through a flexible endoscope.

Prescription Use __X__ AND/OR Over-The-Counter Use ___

(Pant 21 CFR 801 Subpart D) (21 CFR 807 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 I
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Byrne Medical Incorporated CONFIDENTIALTraditional 510(k): ERBELIFT~m Hand Pump and Flexible Probe

A

TABLE OF CONTENTS

Section I, General In formation
Notification Letter I-i
CDRH Premarket Review Submission Cover Sheet 1-2 to 1-7
FDA Certificate of Compliance w/Requirements of Clinical Trials I-8
510(k) Elements List 1-9 to 1-10
Submission Summary I-il1 to 1-1 5

Section /I
Truthful and Accurate Statement 1l-i

Section 111, Product Data
51 0(k) Summary Ill-i to 111-4
Comparison Table 111-5 to 111-10
Summary of Design Control Activities Ill-li1 to 111-12
Standard Data Report for 510O(K)s for Standards 11 1-1 3 to 11 1-1 4
Declaration of Conformance with Consensus Standards 111-1 5 to 111-1 7
Biocompatibility Study 111I- 18 to 11 1-26
Performance Testing 111-27 to 111-30
Sterility Information 111-31

Section IV, Device Specific Technical In formation
Product Pictures IV-1
Device Specifications (Engineering Drawings) IV-2 to IV-5
Packaging Specifications (Packaging Drawings) iV-6 to IV-7

Section V, Device Labels and Labeling as well as Marketing Material!
Statements

Current Predicate Labeling and Marketing Material V-i to V-28
Proposed Labeling and Marketing Statements V-29 to V-35

This document and any print made there from are proprietary property of Byrne
Medical Incorporated and protected under title 5, section 552, US Code.
Unauthorized disclosure is prohibited.

The information and design disclosed herein was originated by and is the property of
Byrne Medical Incorporated. Byrne Medical Incorporated reserves all patent,
proprietary, design, manufacturing, reproduction, use and sale rights thereto, and to
any article disclosed therein, except to the extent rights are expressly granted in
writing to others.

-44~~~~~~~~~
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3180 Pok~k Dr.
f . ~~~~~~~~~~~~~Corro, TX 77303*AA Tnr Mak~~~~~~~~~~~i Lim (O3M)SU0- 0301Bw ma li- MIM Fax (93 539 -2381

The L/riversa! Irrigation Solution

April 22, 2009

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

RE: Traditional 510(k): Byrne Medical, Inc. - ERBELIFTTM Hand Pump and Flexible Probe

Dear Intertek Reviewer,

Per agreement, three (3) original paper copies of the submission with one (1) having all
original signatures are enclosed with an electronic copy.

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act and in
conformance with 21 CFR Part 807, premarket notification is hereby made of the intention of
Byrne Medical, Inc. to introduce into interstate commerce for commercial distribution
ERBELIFT Hand Pump and Flexible Probe. This notification authorizes Intertek to submit
this 510(k) to FDA as well as discuss the submission with the Agency.

See the CDRH Submission Cover Sheet for the 510(k)'s general elements and the Table of
Contents for specific locations of the information in support of the elements. It was Byrne
Medical's attention to have included all the necessary information to support the review.
However if any more information is needed or questions arise, please feel free to contact the
technical support person for the submission, Mr. John Tartal at 1-800-778-3723 Ext. 133.

Thank you in advance for your timely review.

Chris Hierhoizer
Quality Control Manager
Byrne Medical, Inc.

4IC17-012 Revision A
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION 0MB No. 9010-0120

Expiration Date: August 31, 201 0.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See 0MB Statement on page 5.

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
4/22/2009

m ~~~0 : 0 -Mrd
PMA PMA &HIDE Supplement PDP 510(k) Meeting

[1Original Submission [1 Regular (1 80 day) [1Original PDP 1Z Original Submission: [1 Pre-510(K) Meeting
[1 Premarket Report F1special [1 Notice of Completion Traditional [1Pre-IDE Meeting

[1Modular Submission 1Panel Track (PMA only) [Amendment to PDP [1special [1Pre-PMA Meeting
[1Amendment [30-day Supplement [Abbreviated (Complete [Pre-PDP Meeting
[1Report [30-day Notice section I, Page 5) [-1 Day 100 Meeting

Report Amendment 135-day Supplement [1 Additional Information [-1 Agreement Meeting
[1Licensing Agreement El Real-time Review ]TidPry]DeeintoMeig

[Amendment to PMA [-1Other (specify):
&HDE Supplement

El Other _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

IDE Humanitarian Device Class 11 Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class Ill Designation

[1Original Submission [-1 Original Submission [1Original Submission (De Novo)[1 13g
F Amendment Amendment Additional Information [1 rgnlSbiso 1 Other

F-1Suplemnt upp[ met [1 Additional Information (describe submission):

[1Report
1Report Amendment

Have you used or cited Standards in your submission? [l Yes [1 No (If Yes, please complete Section I, Page 5)

S * 0 0 0 L111=1I-AU11

Company/I Institution Name Establishment Registration Number (if known)
Byrne Medical, Inc. 

Division Name (if applica ble) Phone Number (including area code)
( 936 ) 539-0391

Street Address FAX Number (including area code)
3 150 Pollok Drive ( 936 ) 539-2381

City State / Province ZIP/Postal Code Country
Conroe TX 77303 USA

Contact Name
Chris I lierholzer

Contact Title Cntact E-mail Address
Quality Control Manager chehee~ynmedical.com

Company/ Institution Name

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

Street Address FAX Number (including area code)

City State / Province ZIP/Postal Code Country

Contact Name

C~ontact Title Contact E-mnail Address

FORM FDA 3514 (9107) 7 27PAGE 1of 6PAGES7 z~~~~~q ~PSCG.,N.ia(3A.I4f-24M EF

(b) (4)
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F] Withdrawal F] ~~~~~~~Change in design, component, or F]Location change:
F] ddiionl o Epanded Indications specification: El manufacturer

]Request for Extension F] Software I Hardware F]Sterilizer
t]Post-approval Study Protocol f]1 Color Additive F]Packager

F]1 Request for Applicant Hold F]1 Material
nRequest for Removal of Applicant Hold F]1 Specifications
F] Request to Remove or Add Manufacturing Site F] Other (specify below)

F] Process change: F]Labeling change:F Report Submission:
F] manufacturing F] Indications F] Annual or Periodic
F] Sterilization []Instructions F] Post-approval Study
F]1 Packaging F]Performance F] Adverse Reaction

F]Other (specify below) F] Shelf Life F] Device Defect
F] Trade Name F] Amendment

F]Response to FDA correspondence: E]Other (specify below) F]Change in Ownership

F]Change in Correspondent
F]Change of Applicant Address

F]Other Reason (specify):

F]New Device F]1 Change in: F]1 Repose to FDA Letter Conceming.
New Indication F]Correspondent ( Applicant F] Conditional Approval

9Addition of Institution F]Design / Device F]1 Deemed Approved
F]Expansion / Extension of Study F]1 Informed Consent F]1 Deficient Final Report
F]RB Certification F] Manufacturer El Deficient Progress Report
F]Termination of Study nl Manufacturing Process F]1 Deficient Investigator Report
F]Withdrawal of Application F]1 Protocol - Feasibility F] Disapproval

F]1 Unanticipated Adverse Effect F]Protocol -Other F]1 Request Extension of
F]1 Notificatibn of Emergency Use F]sponsor Time to Respond to FDA

Compassionate Use Request F]Request Meeting
Treatment IDE ~F]1 Report submission.:F Request Hearing

F]Continued Access FU Current Investigator
F] Annual Progress Report
E~ Site Waiver Report
E~ Final

F]1 Other Reason (specify).

0New Device []Additional or Expanded Indications F]Change in Technology

F]Other Reason (specifly:

FORM FDA 3514 (9/07) ?'36 PAGE 2ofS6 PAGES
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Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,

I FBK 3 21 I I safety and effectiveness information
I: I 51 0 (k) summary attached

I 6 7 8 j~l[ 510 (k) statement

nformation on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Propnetary or Model Name Manufacturer

1 K924E102 1 Injection Needle 1 United Stales Endoscopy Group. Inc.

2 K040961 2 Idrectioln Needle/Snare 2 United States Endoscopy Group. Inc,

3 3 3

4 4 4

6 5 5

6 ~~~~~~~~~~~~~6 6

Common or usual name or classification

Injector

Trade or Proprietary or Model Name for This Device Model Number

1 ERI/ELIFo Hand Pump and Flexible Probe 1 N/A

2 2

3 3

4 4

5 5

FDA document numbers of all pnior related submissions (regardless of out come)
1 1 2 3 4 5 6

7 18 9 1 0 11 2

Data Included in Submission
Laboratory Testing FEl Animal Tnials Human Tnials

Product Code C.F.R. Section (if applicable) Dvice Class
FBK and/or KZE 876.1500 and/or 880.5430 nCasICas1

Classification Panel E[ Class III [] Unclassified
Gastroenterology/Urology and/or General Hospital

Indications (from labeling)

The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for the induction of sterile normal saline in the submucosa to
ft polyps or other mucosal lesions using direct visualization through a flexible endoscope.

FORM FDA 3514(9107) 3% '1 PAGE 3 of 6 PAGES
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IFDA Document Number (if known)
Note: Submission of this information does not affect the need to submit a 2891 F
or 2891a Device Establishment Registration form.

a~lo]1* I- . -I. .

Original Fclity, Establishment Identifier (EIl) Number ZManufacturer EContract Sterilizer941235
Add DeeeContract Manufacturer Repackager Relabeter

Company/Institution Name Establishment Registration Number
Byrne Medical. Inc. 

Division Name (if applicable) Phone Number (including area code)
N/A ( 936 ) 539-0391

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

City State / Province ZIP/Postal Code Country
Conroc TX 77303 USA

Contact Name Contact Title Contact E-mail Address
Chris Hlierhoizer Quality Control Manager chierholzer(abyvremedical.com

Facility Establishment Identifier (FEI) Number Manufacturer Contract Sterilizer
[]Original [ auatrr[ otatSeiie

[] Add Delete []Contract Manufacturer E Repackager/ Relabeler

fl Original ty Identifier Number manufacturer [] Contract Sterilizer

[ Add Delete [] Contract Manufacturer [ Repackager/ Relabeler

Company / Institution Name Establishment Registration Number

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

( )

Street Address FAX Number (including area code)

( )

City State / Province ZIP/Postal Code Country

ontact Name Contact Trile Contact E-mail Address

FORM FDA 3514 (9107) 3 37% PAGE 4of6 PAGES

(b) (4)

(b) (4)

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



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

Standards No. Standards Standards Title Version Date
Organization

14971 ISO Medical devices - Application of risk management N/A 2007
1 to medical devices

Standards No. Standards Standards Title Version Date
Organization

10993-I AAMI ANSI Biological evaluation of medical devices - Part : N/A 2003
2 ISO Evaluation and testing

Standards No. Standards Standards Title Version Date
Organization

EN 980 CEN Graphical Symbols for Use in the Labelling of N/A 2003
3 Medical Devices

Standards No. Standards Standards Title Version Date
Organization

11607-2 AAMI ANSI Packaging for terminally sterilized medical devices - N/A 2006
4 ISO Part 2: Validation requirements for forming,

sealing and assembly processes

Standards No. Standards Standards Title Version Date
Organization

11135-1 AAMI ANSI Sterilization of health care products - Ethylene oxide N/A 2007
5 ISO - Part 1: Requirements for the development,

validation, and routine control of a sterilization
process for medical devices

Standards No. Standards StandardsTitle Version Date
Organization

10993-7 AAMI ANSI Biological Evaluation of Medical Devices - Part 7: N/A 1995
6 I SO Ethylene Oxide 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:

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control
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See OMB Statement on Reverse. Form Approved: OMB No. 0910-0616, Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

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

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

·T I SPONSOR / APPLICANT I SUBMITTER INFORMATION ' ·
1. NAME OF SPONSOR/APPLICANTISUBMITTER 2. DATE OF THEAPPLICATION/SUBMISSION

WHICH THIS CERTIFICATION ACCOMPANIES
Byrne Medical, Inc. Apr22. 2009

3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS

3 150 Pollok Drive (Include Area Code)
Conroe, TX 77303 (Tel.) 936-539-0391

(Fax) 936-539-2381

T = ~_ ~ - 'PRODUCTINFORMATION - " .K - - -

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/CellularlGene 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)

Injector. Code FBK (No.: 876 1500) and/or Code KZE (No.: 880.5430)

ERBELIFTIM Iland Pump and Flexible Probe

y.'.: APPLICATION / SUBMISSIONINFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[W IND [] NDA W] ANDA E BLA [] PMA W HDE ] 510(k) W PDP [] Other
7. INCLUDEINDINDOAANDOABLA/PMAJHDE/510(k)/PDP/OTHER NUMBER (Ifrnumberprevious/yassigned)

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

- - . ... : <- CERTIFICATION STATEMENT/INFORMATION. -
9. CHECK ONLY ONE OF THE FOLLOWNG BOXES (See instructions for additional informat/on and explanation)

A. I certify that the requirements of 42 U.S.C. § 282(j), Section 4020) 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. § 2820), Section 402() 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. § 2820), Section 402() of the Public Health Service Act, enacted by 121 StaL. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the applicatiort/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. § 2820)(1)(A)(i). SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WlHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

The undeisigned declares, to iht best ofhee/his'knowledge, that this is an accurate, true, anddomipletesubmission of informationm understand that the
falure to subirt the certification requiredhby:42 U.S:C: § 282(j)(5)(B). seetion 420 )(5)(B) of the4Public Health Service Actend the knowing submission
ofa false certification under such section are prohibited acts under.21 U.S.C. § 331, section 301.of the Federal Food, Drug, and CosmeticAct.
Warning' A willfull .and knowingly-alses~tatement is a criminal offefse,1uS: Code, title 18, section1001. _. -
II. SIGNATURE PONSO/ APPLICANT/SUBMITTER ORAN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO,1 1

AUTHOR ZE£ R[ PRESE 4 'ATIV i(.{ ]n) Chris Hierholzer
(N a m e , .................................................................. ................ .. .................... .... ....................

(Title) QC Manager
(Title)11 ............................................... .................. ........... .................... .. ........

13, ADDRESS (Ndmber, Street, State, an _P Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15, DATE OF
in Nos. 11 and 12) (Include Area Code) CERTIFICATION

3150 Pollok Drive 936-539-0391
Conroe, ~~~~~~~~~~ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~TXel33.) .-................................ .............. ................................Conroe, TX 77303

(a)936-539-2381
F x) ..............................................- ......-. 1- -...... ..................

Form FDA 3674 (11/08) (FRONT) EscC~jt..:ool)4.31 iv
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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.

1. Name of SponsorlApplicantiSubmitter - 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.

S. 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/NDAIANDAIBLAIPMA/HDE/510(k)lPDPIOther 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. § 2820), section 4020) 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. § 2820), section 4020) 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.
§ 282lj)(1)(A)(i), section 4020)(1)(A)(i) of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 2820), section
4020) 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. § 2820), section 4020) 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 4020) 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 402Q)(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.

Papenvork 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)
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

510(k) ELEMENTS LIST

s510(k) Elements Authority Location in the
'- _ (21 CFR) 510(k)

j~tatement of Indications for Use that is on a 807.92(a5) Separate
1jseparate page in 510(k) submission Page
IlTable of Contents I 807.87 X x
[1510(k) Cover Letter .. 807.87l I-1

I I ~~~~~~~~~FDA Form'
CDRH Premarket Review Submission Cover Sheet 3514 1-2 to 1-73514

ISubmitter's name and address II 807.87 21I-2, 1-11, II1-1
Contact person, telephone number and fax number ] 807.87 j[ I-1, 1-2, Il-1i

IRepresentative/Consultant if applicable JJ 807.87 I-2, II-_1

Truthful and Accurate Statement -;j 807.87(k)j ! I1-1
Device Trade Name, Device's Classification Name ]1 .. 807.87 [1-4, 1-11, Ill1-1

rEstablishment registration number (only applies if
establishment is registered)

Device Classification Regulation Number and
Regulatory Status (Class 1, 11, or III or Unclassified) 807.... 1-4, 1-1
Name and address of manufacturing/packaging/
sterilization facilities. Establishment registration 807.87 I -5
number of each facility when one exists

Proposed labels, labeling, and advertisements
sufficient to describe the device, its intended use, 807.87807.87 V-29 to V-35and the directions for its use. (Blue Book Memo
#G91-1)
Identification of the marketed device(s) to which
equivalence is claimed including labeling and 807.87 -4, 1-14, II1-1

of the device -~ V-1 to V-28

'Statement of similarities and/or differences with 8-13 to 1-14, IIl-
S) ~~~~~~~807.87limarketed device(s) m 807.872 to 111-3

,rComparison table of the new device to the marketed
device(s) or modified device (whichever applicable) Ln I

I 807.87(h) 11-1 1 to 1-15, III-[510(k) summary or a 510(k) statement 80

807.92 1 ito 111-3

I-9

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

510(k) Elements Authority [ Location in thel
(21 CFR) ] 510(k)

Description of the device (or modification of the
device) including diagrams, engineering drawings, 807.87 IV-i to IV-5
photographs or service manuals
Action taken by the person required to register to
comply with the requirements of the act under E 807.87(d) [ 111-13 to 111-15section 514 for performance standards & FDA-3654
2completed for international standards

For class III only, a class III certification and a class 787807.8 7 i N/Aill1 sum m ar-y _..................
iCertification of Compliance with Requirements of FDA From 1-8
clinical Trials J3674
Biocompatibility data for all patient-contacting ~~~~~i 111-13, 111-15,materials, or certification of identical material I 807.87

'formulation ~~~~~~~~~~~~~~~111-18 to 111-26,formulation
ISterilization information (Blue Book Memo #K90-1) 807.87 111-31

Software information (Blue Book Memo #K91-1) 1_ 807.87 N/A
IPerformance Testing 807.87 111-27 to 11130

IHardware information -- - - - fi 807.87 _IV-1 to IV-5-

Ilnformation requested in specific guidance I
(if applicable for this device) 807.87 1-1 to V-35Kit ertfictio Sttemnt forkitsubisson nly 807.87 -J /

J/_ I-1 oV3lKit Certification Statement (for kit submission only) Ik 807.87 t_.N/__
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTm Hand Pump and Flexible Probe

SUBMISSION SUMMARY

(A) 510(k) Premarket Notification

(1) Trade (Proprietary) Name: ERBELIFT TM Hand Pump and Flexible
Probe

(2) Common Name: Injector

(3) Classification Name: Endoscopic Injection Needle

(4) Establishment Number: 1651395

Owner/Operator: Byrne Medical Incorporated
3150 Pollok Drive
Conroe, TX 77303

(5) Class: II

Regulation: 21 CFRs 876.1500 an/or 880.5430

Panel: Gastroenterology-Urology and/or General
Hospital

Product Code: FBK and/or KZE

(B) Compliance with Performance Standards

The ERBELIFTTM Hand Pump and Flexible Probe were tested as applicable
using "Recognized Consensus Standards". See Section III, Product Data -
Declaration of Conformance with Consensus Standards.

(C) Proposed Labeling

Refer to Section V, Device Labels and Labeling as well as Marketing
Statements for the proposed labeling of the ERBELIFT Hand Pump and
Flexible Probe. There are draft package labels and labeling (i.e. Instructions
For Use) in this Section.

The predicate product labeling is also in Section V.

I-li
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTMHand Pump and Flexible Probe

(D) Device Description

I. General Description
The ERBELIFTTm Hand Pump and Flexible Probe are used for the
delivery of pressurized sterile normal saline to the submucosa to lift
polyps or other mucosal lesions. A control syringe is filled with sterile
normal saline. The filled syringe is attached to the Flexible Probe via a
hub with a standard luer lock and loaded into the Hand Pump. The
Flexible Probe is primed with the saline and then the distal end of the
Probe is placed down the working channel of the endoscope. Under
direct visualization, the Probe's tip is placed against the target tissue
without puncturing the mucosa. Then, the trigger of the Hand Pump is
squeezed to produce pressurized saline from the control syringe and
through the Probe into the bed of the polyp or lesion to achieve a
desired tissue lift.

The Hand Pump is made of nylon and stainless steel. It is 8-3/4" (22
cm) long, 6" (15 cm) wide, and having a thickness of 2-1/2" (6 cm).
The Pump per squeeze of the handle delivers approximately 0.75 ml of
normal saline. The Flexible Probe is made of Polyetheretherketone
(PEEK) and nylon (Note: Medical grade inks and reducer are used to
imprint logos on the device.). It has a 1.3 mm Outer Diameter and
length of 260 cm. The distal tip is tapered to approximately 0.005" and
delivers a jet stream of 120 um. The Hand Pump with the Flexible
Probe can generate pressures in the approximate range of 145 to 650
psi which correlates to flow rates of 17 to 38 ml/minute.

The Hand Pump is reusable with the Flexible Probe being provided as
sterile and single use.
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2. Similarities and Differences to the Predicate Devices.
a. Similarities

The ERBELIFT Hand Pump and Flexible Probe have an intended
use that is within the intended uses of the predicates. Also, like the
predicates, the purpose is the same in that the devices are for the
injection of fluids into tissue for endoscopic purposes. The lifting
medium (i.e. sterile normal saline) is also a part of the types of
solutions identified for use with the predicates. The materials used
for the proposed device are also similar to the predicates.
Additionally for accompanying various types and sizes of
endoscopes, the working length of the Flexible Probe is
comparable (260 cm) to the predicates (230 cm). Both predicates
also require the need for a syringe connected via standard luer lock
like the proposed device (Note: A designated control syringe is
used to ensure sufficiency in regards to strength and durability.
The control syringe is identified in the Instructions For Use for the
proposed device.). Furthermore, the Flexible Probe is sterilized via
Ethylene Oxide, single use, and disposable as are the predicates.

b. Differences
The Hand Pump is an additional component for the ERBELIFTTM
system as compared to the predicates. The Pump provides the
force to the control syringe to induce the pressurized fluid into the
submucosa as compared to the force of the needle and fluid hand
pushed from a syringe to lift polyps or other mucosal lesions.

The technology employed in the ERBELIFT product has been
widely used in medical devices since the 1900s. Needle-free
injection devices, first called "jet injectors," were developed in the
1930s and used extensively for over 50 years in mass human
vaccination programs for smallpox, polio, and measles.' 2'3 Using
mechanical compression to force fluid through a small orifice, these
devices produced a high-pressure stream 76 to 360 pm in diameter
(compared to 810 pm for a 21-gauge needle) that could penetrate
skin and subcutaneous tissue 4. These devices are used today to
inject insulin, cardiovascular dyes, etc. The manual fluid injectors
are classified by FDA as product code KZE.

Functional bench and animal lab testing has demonstrated that the
ERBELIFT Hand Pump and Flexible Probe lifts the submucosa
safely and effectively. See Section III, Product Data - Performance
Testing.
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The types of materials used for the Flexible Probe are similar to the
predicates but specific materials are slightly different. Therefore,
biocompatibility of the specific materials for the Probe was
demonstrated. See Section Ill, Product Data - Biocompatibility
Study.

Besides the use of a Hand Pump with the ERBELIFT system to
provide the force needed to lift the mucosa in comparison to force
of a needle and fluid pressure from the predicates, the working
diameter and tip/fluid stream of the ERBELIFT Flexible Probe is
much smaller (i.e. a working diameter of 1.3 mm with a tipped Inner
Diameter of approximately 0.120 mm as compared to a working
diameter of 2.5/3.0 mm respectively with a 25 G needle/tip of 0.508
mm Outer Diameter and 0.241 mm Inner Diameter for the
predicates). For the ERBELIFT Flexible Probe the smaller
diameter and fluid stream with no mechanical needle injection
causes less penetration tissue damage. Also, because fluid seeks
the path of least resistance it is easier to find the tissue plane and
easier to create a lift. See Section III, Product Data -
Performance Testing.

The ERBELIFT Hand Pump and Flexible Probe has been verified
or validated in design control. The proposed device is substantially
equivalent to the predicate devices documented in the following
510(k) submissions:

Applicant Predicate Device 510(k) Number
United States Injection Needle K924102
Endoscopy
Group, Inc.
United States Injection Needle/Snare K040961
Endoscopy
Group, Inc.

The comparison table of the predicate devices and the
ERBELIFTTM Hand Pump and Flexible Probe can be found in
Section III, Product Data - Comparison Table.

c. Indications for Use
The ERBELIFT Hand Pump in conjunction with an ERBELIFT
Flexible Probe is indicated for the induction of sterile normal saline
in the submucosa to lift polyps or other mucosal lesions using direct
visualization through a flexible endoscope.
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3. Cleaning/Disinfection and Sterilization Information
The ERBELIFT Hand Pump will be sold non-sterile, reusable.
Cleaning/Disinfection directions for the Pump are in the Instructions
For Use. See Section V, Proposed Labeling. The Flexible Probe will
be sold sterile, single use and is sterilized using ethylene oxide. See
Section III, Product Data - Sterility Information.

4. Design Controls
Byrne Medical, Inc. in accordance with established procedures directs
and controls design activities. These procedures involve design and
development planning, design input, design review, design
verification/design output, design validation, design transfer, as well as
design change control. The activities provide the oversight and forum
for project approval, formal management/design review, evaluation,
and final project approval. This work is documented within design
review and the approvals are documented as part of the current
change control system. See Section III, Product Data - Declaration of
Conformity with Design Control Statements.

5. Additional Information
The "Truthful and Accurate Statement" is included in Section II. The
"510(k) Summary" is included in Section III.

Reis EC, Jacobson RM, Tarbell S, Weniger BG. Taking the sting out of shots: control of
vaccination-associated pain and adverse reactions. Pediatr Ann. 1998;27:375-386.

2 Hingson RA, Davis HS, Rosen M. The historical development of jet injection and envisioned uses
in mass immunization and mass therapy based upon two decades experience. Mil Med.
1963; 128:516-524.

3 Chase CCL, Daniels CS, Garcia R, et al. Needle-free injection technology in swine: Progress
toward vaccine efficacy and pork quality. J Swine Health Prod. 2008;16(5):254-261.
(http://vw'w. aasv. orq/shav/issues/vl6n5/vl 6n5p254.htm

4Mitragotri S. Immunization without needles. Nat Rev Immunol. 2005;5:905-916
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TRUTHFUL AND ACCURATE STATEMENT
[As Required by 21 CFR 807.87(k)]

I certify that, in my capacity as the President/CEO of Byrne Medical Inc., I believe to the
best of my knowledge; that all data and information submitted in this premarket notification
for the ERBELIFTTm Hand Pump and Flexible Probe are truthful and accurate and that no
material fact has been omitted.

Don Byrk e Date
President/CEO
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Traditional 510(k): ERBELIFTTm Hand Pump and Flexible Probe

510(k) SUMMARY

Submitted By: Byrne Medical Incorporated
3150 Pollok Drive
Conroe, TX 77303
Tel: 936-539-0391
Fax: 936-539-2381

Contact Person: Chris Hierholzer
Quality Control Manager

Date Prepared: April 22, 2009

Common Name: Injector

Trade/Proprietary Name: ERBELIFT Tm Hand Pump and Flexible Probe

Classification Name: Endoscopic Injection Needle (21 CFR Part 875.1500)
and/or Injector, Fluid, Non-Electrically Powered (21 CFR
Part 880.5430)

Product Code: FBK and/or KZE

Legally Marketed
Predicate Device: Endoscopic Injection Needle 510(k) Number: K924102

and Endoscopic Injection Needle/Snare 510(k) Number:
K040961

Device Description:

The ERBELIFTTm Hand Pump and Flexible Probe are used for the delivery of
pressurized sterile normal saline to the submucosa to lift polyps or other mucosal
lesions. A control syringe is filled with sterile normal saline. The filled syringe is
attached to the Flexible Probe via a hub with a standard luer lock and loaded into the
Hand Pump. The Flexible Probe is primed with the saline and then the distal end of
the Probe is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target tissue without puncturing
the mucosa. Then, the trigger of the Hand Pump is squeezed to produce
pressurized saline from the control syringe and through the Probe into the bed of the
polyp or lesion to achieve a desired tissue lift.
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The Hand Pump is made of nylon and stainless steel. It is 8-3/4" (22 cm) long, 6"
(15 cm) wide, and having a thickness of 2-1/2" (6 cm). The Pump per squeeze of
the handle delivers approximately 0.75 ml of normal saline. The Flexible Probe is
made of Polyetheretherketone (PEEK) and nylon (Note: Medical grade inks and
reducer are used to imprint logos on the device.). It has a 1.3 mm Outer Diameter
and length of 260 cm. The distal tip is tapered to approximately 0.005" and delivers
a jet stream of 120 um. The Hand Pump with the Flexible Probe can generate
pressures in the approximate range of 145 to 650 psi which correlates to flow rates
of 17 to 38 mI/minute.

The Hand Pump is reusable with the Flexible Probe being provided as sterile and

single use.

Intended Use:

The ERBELIFTTM Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

Similarities and Differences of the Proposed Device to the Current Devices
(Predicate Comparison/Substantial Equivalence):

Similarities
The ERBELIFT Hand Pump and Flexible Probe have an intended use that is within
the intended uses of the predicates. Also, like the predicates, the purpose is the
same in that the devices are for the injection of fluids into tissue for endoscopic
purposes. The lifting medium (i.e. sterile normal saline) is also a part of the types of
solutions identified for use with the predicates. The materials used for the proposed
device are also similar to the predicates. Additionally for accompanying various
types and sizes of endoscopes, the working length of the Flexible Probe is
comparable (260 cm) to the predicates (230 cm). Both predicates also require the
need for a syringe connected via standard luer lock like the proposed device (Note:
A designated control syringe is used to ensure sufficiency in regards to strength and
durability. The control syringe is identified in the Instructions For Use for the
proposed device.). Furthermore, the Flexible Probe is sterilized via Ethylene Oxide,
single use, and disposable as are the predicates.
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Differences
The Hand Pump is an additional component for the ERBELIFT TM system as
compared to the predicates. The Pump provides the force to the control syringe to
induce the pressurized fluid into the submucosa as compared to the force of the
needle and fluid hand pushed from a syringe to lift polyps or other mucosal lesions.

The technology employed in the ERBELIFT product has been widely used in
medical devices since the 1900s. Needle-free injection devices, first called 'let
injectors," were developed in the 1930s and used extensively for over 50 years in
mass human vaccination programs for smallpox, polio, and measlesi'-2 3 Using
mechanical compression to force fluid through a small orifice, these devices
produced a high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for
a 21-gauge needle) that could penetrate skin and subcutaneous tissue 4 . These
devices are used today to inject insulin, cardiovascular dyes, etc. The manual fluid
injectors are classified by FDA as product code KZE.

Functional bench and animal lab testing has demonstrated that the ERBELIFT Hand
Pump and Flexible Probe lifts the submucosa safely and effectively. See Section
Ill, Product Data - Performance Testing.

The types of materials used for the Flexible Probe are similar to the predicates but
specific materials are slightly different. Therefore, biocompatibility of the specific
materials for the Probe was demonstrated. See Section III, Product Data -

Biocompatibility Study.

Besides the use of a Hand Pump with the ERBELIFT system to provide the force
needed to lift the mucosa in comparison to force of a needle and fluid pressure from
the predicates, the working diameter and tip/fluid stream of the ERBELIFT Flexible
Probe is much smaller (i.e. a working diameter of 1.3 mm with a tipped Inner
Diameter of approximately 0.120 mm as compared to a working diameter of 2 .5/3.0
mm respectively with a 25 G needle/tip of 0.508 mm Outer Diameter and 0.241 mm
Inner Diameter for the predicates). For the ERBELIFT Flexible Probe the smaller
diameter and fluid stream with no mechanical needle injection causes less
penetration tissue damage. Also, because fluid seeks the path of least resistance it
is easier to find the tissue plane and easier to create a lift. See Section 1II, Product
Data - Performance Testing.
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Conclusion:

The ERBELIFT Hand Pump and Flexible Probe's intended use is a part of the
predicate's indications in the previously cleared 510(k)s. The ERBELIFT system has
similar principles of operation and technological characteristics as the predicate
devices. The use of an amplified fluid force via the Hand Pump as compared to the
force of a needle and pressure from pushing a syringe by hand with the predicates
(i.e. mechanical trauma of a, needle with less fluid pressure) was found to be less

traumatic to tissue because of the penetration size being much smaller as well as it
being easier to do because of fluid dynamics. Th6 modifications of having a Hand
Pump instead of a needle as well as a Flexible Probe with a smaller working
diameter and 'tip configuration did not raise any new safety or efficacy concerns. In
conclusion, all the changes were verified or validated. As a result, the ERBELIFT
Hand Pump and Flexible Probe did not adversely affect safety or effectiveness.

Reis EC, Jacobson RM, Tarbell S, Weniger BG. Taking the sting out of shots: control of
vaccination-associated pain and adverse reactions. Pediatr Ann. 1998;27:375-386.

2Hingson RA, Davis HS, Rosen M. The historical development of jet injection and envisioned uses
in mass immunization and mass therapy based upon two decades experience. Mil Med.
1963;1 28:516-524.

3 Chase CCL, Daniels CS, Garcia R, et al. Needle-free injection technology in swine: Progress
toward vaccine efficacy and pork quality. J Swine Health Prod. 2008;16(5):254-261.
(http ://www.aasv.orq/shap/issues/v16n5/v16n5p254.htm

4Mitragotri S. Immunization without needles. Nat Rev Immunol. 2005;5:905-916
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COMPARISON TABLE

Characteristics Predicate Devices Proposed Device
Injection Needle Injection (ERBELIFT TM Hand

Needle/Snare Pump and Flexible
Probe)

Manufacturer United States United States Byrne Medical, Inc.
and 510(k) Endoscopy Group, Endoscopy Group,
Applicant Inc. Inc.
510(k) Number K924102 K040961
Indications For Intended Use in Intended Use in The ERBELIFT
Use 510(k)*: 510(k)*: Hand Pump in

The U.S. The dual lumen conjunction with an
*The Intended Endoscopy needle Injector Needle ERBELIFT Flexible
Use in is indicated for use Snare is indicated Probe is indicated
Instructions For with flexible for use with an for the induction of
Uses are gastoscopes, Olympus or sterile normal saline
different. colonoscopes, Microvasive active in the submucosa to

sigmoidoscopes, cord for the lift polyps or other
duodenoscopes, injection of media mucosal lesions
choledochoscopes, for submucosal lift using direct
nephrofiberscopes of polyps or other visualization
and bronchoscopes mucosal lesions, through a flexible
for aspiration of using direct endoscope.
fluids or tissue and visualization,
for injection of through flexible
medications or endoscope, prior to
dyes into tissue. electrosurgical

excision and for the
infusion of fluid for
clearing away the
field of view,
applying dye spray,
clot removal,
injection of
hemostatic agents
to control post-
polypectomy
bleeding, and
tattooing of sites for
future surgical

I purposes.
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Characteristics Predicate Devices Proposed Device
Injection Needle Injection (ERBELIFT TM Hand

Needle/Snare Pump and Flexible
____________________________ ____________________________Probe)

Materials _

Hand Pump Not Applicable Not Applicable Plastic and
Stainless Steel

Needle or Plastics, Teflon, Plastics, Metal, Plastics and
Probe Metal, Stainless Stainless Steel Medical Grade Inks

Steel with Reducer
Physical Characteristics
Hand Pump Not Applicable Not Applicable A Gun Shaped

Device with a
Handle and a Slot
for Mounting a
Syringe

Needle or Handle with a Handle with a Handle with a
Probe Standard Luer Lock Standard Luer Lock Standard Luer Lock

Connection Hub, Connection Hub, Connection Hub
Catheter (Tubing) Catheter (Tubing) and Catheter
with Extension with Extension (Tubing)
Needle Needle and Snare

Dimensions
Hand Pump Not Applicable Not Applicable Barrel Length:

8-3/4" (22 cm)

Width (Top of Barrel
and Handle):
6" (15 cm)

Thickness (Width of
Barrel):
2-1/2" (6 cm)
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Characteristics Predicate Devices Proposed Device
Injection Needle Injection (ERBELIFT TM Hand

Needle/Snare Pump and Flexible
Probe)

Needle or Working Length: Working Length: Working Length:
Probe 230 cm 230 cm 260 cm

Working Outer Working Outer Working Outer
Diameter (O.D.): Diameter (O.D.): Diameter: 1.3 mm
2.5 mm 3.0 mm

Tip Inner Diameter!
Needle Needle Stream: 0.120 mm/
Maximum Maximum 120 pm
Extension: 5 mm Extension: 5 mm

Needle Gauge: Needle Gauge:
25 G (O.D. 0.508 25 G (O.D. 0.508
mm)/Inner mm)/Inner
Diameter-Stream: Diameter-Stream:
0.241 mm/ 241 pm 0.241 mm/ 241 pm

Snare Maximum
Extension Width:
2.5 cm

Force / Unknown- Unknown- 145 to 650 psi /
Flow Rate Dependent Upon Dependent Upon 17 to 38 ml/minute

Force Applied by Force Applied by
Needle and on Needle and on
Plunger of Syringe Plunger of Syringe

Labeling
Hand Pump Not Applicable Not Applicable Carton Label and

Instructions For Use
Needle or Outer Packaging Outer Packaging Outer Packaging
Probe Labels and Labels and Pouch, Carton, and

Instructions For Instructions For Case Labels as well
Use Use as Instructions For

Use
Condition Provided/ Use Condition
Hand Pump Not Applicable Not Applicable Non-sterile/

Reusable
Needle or Sterile/Disposable- Same Same
Probe Single Use
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIF Tm Hand Pump and Flexible Probe

Characteristics Predicate Devices Proposed Device
Injection Needle Injection (ERBELIFT TM Hand

Needle/Snare Pump and Flexible
Probe)

Sterilization Method Used by Manaufacturer
Hand Pump Not Applicable Not Applicable Not Sterilized
Needle or Ethylene Oxide Same Same
Probe

Cleaning/Disinfection
Hand Pump Not Applicable Not Applicable Method in Notes On

Use
Needle or Not Applicable Same Same
Probe

Required Syringe Syringe Syringe*
Accessory

*Designated Type
Delivered Medicinal Sub- Medicinal Sub- Sterile Normal
Medium/ stances and stances and Saline
Solutions Solutions as Solutions as

Follows: Follows: Note: Also, referred
Sodium Morrhuate, Sodium Morrhuate, to as 0.9%NaCI or
Sodium Tetrade- Sodium Tetrade- Physiological
cylsulfate, Ethy- cylsulfate, Ethy- Saline. It is a
nolamine Oleate, nolamine Oleate, specific
Epinephrine, Botox, Epinephrine, Botox, concentration of
Polidocanol, Polidocanol, "Hypertonic Saline".
Ethanol, Sotrad- Ethanol, Sotrad-
ecol, Absolute ecol, Absolute
Alcohol, India Ink, Alcohol, India Ink,
Hypertonic Saline, Hypertonic Saline,
and Staining Media and Staining Media

Target Endoscopic Patient Same Same
Population Candidates with

Polyps or Mucosal
Lesions

Anatomical Site Esophagus, Same Same
Stomach,
Duodenum, Small
Intestine, and

I Large Intestine
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Characteristics Predicate Devices Proposed Device
Injection Needle Injection (ERBELIFT TM Hand

Needle/Snare Pump and Flexible
Probe)

FDA Guidance Unknown. Unknown Guidance for
Documents Used Industry and FDA

Staff
Format for
Traditional and
Abbreviated
510(k)s, 8/12/05

Performance Not Applicable Same Same
Standards Met
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Characteristics Predicate Devices Proposed Device
Injection Needle Injection (ERBELIFT TM Hand

Needle/Snare Pump and Flexible
Probe)

Other Standards Tripartite Unknown AAMI / ANSI / ISO
Used or Biocompatibility 10993-1: 2003,
Applied/Met Guidance for Biological

Medical Devices; evaluation of
AAMI Standards for medical devices,
Sterilization; Part 1: Evaluation
Ethylene Oxide and testing; AAMI /
Residual Limits In ANSI /ISO 11607-
Parts Per Million 2: 2006, Packaging
Based on Product for terminally
Type and Size 43 sterilized medical
FR 27482, June devices - Part 2:
23, 1978 Validation

requirements for
forming, sealing
and assembly
processes; AAMI /
ANSI / ISO 11135-
1:2007,
Sterilization of
health care
products - Ethylene
oxide - Part 1:
Requirements for
the development,
validation, and
routine control of a
sterilization process
for medical devices;
AAMI / ANSI / ISO
10993-1: 1995,
Biological
Evaluation of
Medical Devices -

Part 7: Ethylene
Oxide Sterilization
Residuals
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTm Hand Pump and Flexible Probe

SUMMARY OF DESIGN CONTROL ACTIVITIES

Byrne Medical, Inc.'s management, in accordance with established procedures,
directs and controls design activities. These procedures involve design and
development planning, design input, design review, design verification/design
output, design validation, design transfer, as well as design change control. The
activities provide the oversight and forum for project approval, formal
management/design review, evaluation, and final project approval. This work is
documented within the design review meeting minutes and the approvals are
documented as a part of the current change control system.

The Risk Analysis method(s) used to assess the impact of the ERBELIFT TM Hand
Pump and Flexible Probe followed ISO 14971: 2007 Medical devices - Application of
risk management to medical devices.

A summary of the verification and validation activities with the respective standards
used or applied/met is in the following Table.

Verification and Validation Activity Summary Table
Verification/Validation Activity Standard Used or

(Brief Description) Applied/Met
Physical Characteristics in regards to Safety and Guidance for Industry and
Efficacy FDA Staff Format for

Traditional and Abbreviated
510(k)s, 8/12/05

Biological Evaluation of Materials AAMI / ANSI / ISO 10993-1
Labels and Labeling 21 CFR 801; EN 980
Packaging AAMI /ANSI / ISO 11607-2
Sterilization AAMI / ANSI / ISO 11135-1,

AAMI /ANSI / ISO 10993-7

AAMI / ANSI /ISO 10993-1: 2003, Biological evaluation of medical devices, Part 1:
Evaluation and testing

21 CFR 801, Labeling

EN 980: 2003, Graphical symbols for use in the labelling of medical devices

AAMI / ANSI / ISO 11607-2: 2006, Packaging for terminally sterilized medical
devices - Part 2: Validation requirements for forming, sealing and assembly
processes

AAMI / ANSI / ISO 11135-1: 2007, Sterilization of health care products - Ethylene
oxide - Part 1: Requirements for the development, validation, and routine control of a
sterilization process for medical devices
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

AAMI /ANSI / ISO 10993-1: 1995, Biological Evaluation of Medical Devices - Part 7:
Ethylene Oxide Sterilization Residuals
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTITM Hand Pump and Flexible Probe

Standard Data Report for 51 0(K)s; AAMI / ANSI I ISO 10993-1: 2003 Biological
evaluation of medical devices, Padt 1: Evaluation and testing

Form Approved: 0MBe No.0O910-O120: Expfrellor Date: W31/1D

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(lk) that references
a national or international standard. A separate report is required for each standard referenced in the 51 0(k).

T`YPE OF 510(K) SUBMISSION
0 Traditional El spade' El Abbrmaviated

STANDARD TITLE'

"AMl I ANSI I ISO 10993-1: 2003, Biological cealuation nf mcdical device. Pan I: Evoluslioi, end tesing

Please answer the following questions yes N'o

Is this standard recognized by FDA 2? ................................... .... ........ 0 El

FDA Recognition number3.......... .- II t.93

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in teinthe ...................................................... . .............. - ......... l

Is a summary report describing the extent of conformance of the standard used included in the
510(k ..... .... ............ .... . ...... . ...... ...... ... ..... .... .. .... ....... ... .....
If no, complete a summary report table.

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

Does this standard include acceptance criteria?9 ............................................. . 0 0
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? ..................... 1- 0
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 (SlS)59........ .....

Were deviations or adaptations made beyond what is specified in the FDA SF3? ............- 0......
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? ...........................-..............-...
If yes, report these exclusions in the summary report table.

Is there an FDA guidance that is associated with this standard? ......................... ...........

If yes. was the guidance document followed in preparation of this 510k9............... .. ......... El.

Title of guidance: -

The icmnreuing convention tor the tleidsI: [5001 )numnerc identiliarl certillauluon blody Involved in contomitnco eastasira.iinito ti
fir.le o sndardl Idlaho. ptatpublihton) terandar The summ-ary report RIsncue Informaotion on all standards
Authoity, [21 U.S.C. 360dl. ww.fds.govkcdihstdsprog.h"nt ulilized during the development ol the device.
htIp-~Ar.ecoe .daa.dsgov/ariptslcdrtcfdocsskfStafldaldsI The suppiemental Information sheet (S15) is additionai inloisnailon
seaach.cfrti Waich is necessary before FDA recognizes the standard. Found at
The slamnary repori should Intude: any adaptations used to adept htigjw~.ecssdeaM.tda.g.vWsCpi~tcdtt*Idocs/cfSifndAnsrdherd.dtt
to the devi.e ande, review (lor example, alternataive test mathods); e The onlikm searc t, CfDRH Guidance Documnents con be found at
choices made eanoi options orea selection oF methodts wre desertled; 'w.I(da.govwcdrh/gtldence.ht1iI
deviations from the standardl: requtremena not applialbte to the
device: and the nmm address of the test laboratory or

FORM FDA 3654 (9107) Page I rsn t...a
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Standard Data Report for 510(K)s; AAMI / ANSI / ISO 11135-1: 2007, Sterilization of
health care products - Ethylene oxide - Part 1: Requirements for the development,
validation, and routine control of a sterilization process for medical devices

Form Approved: OMB No., 0910.0120: Expiration Date: 8/31110

Department or 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 tl 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

[0 Tiadltornal [] Special [] Abbreviated

STANDARD TITLE'
AAMI I ANSI / ISO 111 35-: 2007. Stcrilization ofheslth care products -Ethylene oxidc -Part I: Rcquirenets for the development, valiidtion, and
routine control eoa sterilization proces for medical devices

Please answer the following questions Yes No

Is thTs standard recognized by FDA ........................................................................................................ 0. 0

FDA Recognition number 3 ............................... #.......1....4... ."...8................................................ # 14-228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
In the 51O(k)? ................................................................................................................................................ 0
Is a summary report 4 describing the extent 01 conformance of the standard used included in the
510(k)? ......................................................................................... ............................................................. 0
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 to this device? ................................................................... ............................................................... [D []

Does this standard Include acceptance criteria? ........................................................................................... D
If no, include the results of testIng in the 510(k).

Does this standard Include more than one option or selection of the standard? . ......................................... l 0
If yes, report options selected In the summary report table.

Were there any deviations or adaptations made In the use of the standard? .............................. 0..............
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)? ..................... El
Were deviations or adaptations made beyond what is specified in the FDA SIS? .......................................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? .............................................................................................
If yes, report these exclusions In the summary report table.

6
Is there an FDA guidance that Is associated with this standard? ...............................................................
If yes, was the guidance document followed in preparation of this 510k? .................................................... E l]
Title of guidance: -

The formatting conrenign for the fre [ EDO] ramnedc Identlfite, certiflcatron body involved In conflocance assessment to his
[thtl ol standrd] [date of publicatlonl standard. The summary repor Inliudes on n all sanderds
Authortly 121 U.S.C. 380d], www.!de.gov/cdft/stdsprog.hhtl utifized during the devebopment of the device.
~ httpjAmwv.accassdata.fda.gov/saript~lsodrwcdoca/elgtandaids/ i The suppilemenlail nfornalion sheet (S18) Is additIonal infornation
asarc .cfrm which is necessary beoe. FDA recognizes the standard. Found at

* The summery report should include: any adapialions used to adapt hlphn.accessa.tda.govllta/cdr~cldoes/ctSlandards/sas .cfm
to the device under reviaw (for example., atlemative teha methodS): The online search ol CDOH Guidance Documents can be found at
choices made when oplinn or a selection oh methods ate described; www.lda.gov/cdrh/guidance.htmn
deviations from the standard; raeuirements not applicable to the
devIce: and Mhe name addeess of the test laboratory or

FORM FDA 3654 (9/07) Page 1 ,ce,..aen. -
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTIM Hand Pump and Flexible Probe

Standard Data Report for 510(K)s; AAMI / ANSI / ISO 10993-1: 1995, Biological
Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization Residuals

FormApproved: OMB No. 0910M0120; Esliration Date: 8/31110

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 510(K) SUBMISSION
0 Traditional - Special [] Abbrovlated

STANDARD TITUEi
AAMI /ANSI / [SO 1093-7: 1995. Biological Evaluation ofiMcfica Devices - Pan 7: Etleknce Oxide Strilization Residuals

Please answer the following questions Yes No

Is this standard recognized by FDA'? .............................................................................. 0--....................... [

FDA Recognition number 3 ....... 76.............. 14-76

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 5 10(k)? ........................................................................................................- -.......................................

Is a summary report 4 describing the extent of conformance of the standard used included in the
510(k)? .......................................................-................................................................................................
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 to this device? ...............................................................................................................................

Does this standard include acceptance criteria? ................................................................ ............ ....

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

Does this standard include more than one option or selection of the standard? ........................................ [] [

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............................................... I-[
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)½? ..................... o
Were deviations or adaptations made beyond what is specified in the FDA SIS? ................................... E..

If yes, report these deviations or adaptations in the Summary report table.

Were there any exclusions from the standard? .................................................................................

If yes, report these exclusions In the summary report table.

a
Is there an FDA guidance that is associated with this standard? ...............................................................

If yes. was the guidance document followed in preparation of this 510k? .................................................... E] l
Title of guidance: -

The tonnat[big c onvention or tie fue Is: 1SDOJ tnumeric Idenliflor] certification b1ody hnvolved in canfonrfareie assesen at to this
[0te of standard] Idate of publication] slandard. The sumrhary report Ircludas Inlotnaion on all standards
Authority [21 U.S.C. 360d], wAv.fda~gov/cdrhstdsprdog.hrnlI utilized during the development of the device.

r The supplemental information sheet ISIS) Is edditional ntforamlant
search.cfmn wthIcI, Is necessary before FDA recognizes the standard. Fount at

The sumnary report should Incudo: any adaptations seed to adopt htpv .a...daa.fdagovsciScrhktdoCskfSfdds/search.dtf
to the deyice onder review (for example, alteanatWe teast methods); ' The ordine search of CDRH Gukarnce Documents can be round at
choices made when apctns or a selection of methods are dascdwed: w-ww.da.gov/cdrh/guidance.html
deviations from the standard; requienents rot applicable to the
device; and the name address of the test laborastry or

FORM FDA 3654 (9107) Page 1 Ecr wn,, ,
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

DECLARATION OF CONFORMANCE WITH CONSENSUS STANDARDS

Standard1 : AAMI I ANSI /ISO 10993-1: 2003: 2003 Biological evaluation of medical
devices, Part 1: Evaluation and testing*

Requirement Predicate Devices ERBELIFTTm Flexible
Injection Injection Probe

______ ______ ______ ______ Needle Needle/Snare _ _ _ _ _ _ _ _ _

Medical Products in Contact to the Surface of the Body
Cytotoxin Analysis [Duration of
Contact is A - Short (< 24 hours)]

Skin Unknown Unknown Complies (Pass)
Mucosal Membranes Unknown Unknown Complies (Pass)
Breached or Compromised Unknown Unknown Complies (Pass)
Surfaces

Sensitivity Testing [Duration of
Contact is A - Short I< 24 hours)]

Skin Unknown Unknown Compliance Assessed
Mucosal Membranes Unknown Unknown Compliance Assessed
Breached or Compromised Unknown Unknown Compliance Assessed
Surfaces

Irritation or Intracutaneous
Reactivity [Duration of Contact is A
- Short (< 24 hours)]

Skin Unknown Unknown Compliance Assessed
Mucosal Membranes Unknown Unknown Compliance Assessed
Breached or Compromised Unknown Unknown Compliance Assessed
Surfaces _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Medical Products which are Connected from the Outside' with Tissues or Structures within the Body
Cytotoxin Analysis [Duration of
Contact is A - Short (<S 24 hours)]

Bloodstream path, Indirect Not Applicable Not Applicable Not Applicable
Tissue / Bone / Dental Contact Unknown Unknown Complies (Pass)
Circulating Blood Not Applicable Not Applicable Not Applicable

Sensitivity Testing [Duration of
Contact is A - Short (C 24 hours)]

Bloodstream path, Indirect Not Applicable Not Applicable Not Applicable
Tissue / Bone I Dental Contact Unknown Unknown Compliance Assessed
Circulating Blood Not Applicable Not Applicable Not Applicable

Irritation or Intracutaneous
Reactivity [Duration of Contact is A

-Short (< 24 hours)]
Bloodstream path, Indirect Not Applicable Not Applicable Not Applicable
Tissue I Bone / Dental Contact Unknown Unknown Compliance Assessed
Circulating Blood Not Applicable ,Not Applicable Not Applicable

*Also See Biocompatibility Study and Sterility Information

1 Each section contains multipie clauses and all clauses within a specific section, where applicable, passed.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

DECLARATION OF CONFORMANCE WITH CONSENSUS STANDARDS

Standard: AAMI /ANSI / ISO 11135-1: 2007, Sterilization of health care products -
Ethylene oxide - Part 1: Requirements for the development, validation, and routine
control of a sterilization process for medical devices

Standard: AAMI /ANSI /ISO 10993-1: 1995, Biological Evaluation of Medical
Devices - Part 7: Ethylene Oxide Sterilization Residuals

See Sterility Information regarding required information and all applicable
specifications/acceptance criteria being met on 111-31.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

BIOCOMPATIBILITY STUDY

Biological Evaluation of Medical Products

Biological Evaluation
of Medical Products based upon

AMMI I ANSI /ISO 10993-1:2003(E)

Prepared By: Erica Matthes
Technical Product Manager

ERBE USA, Inc.

Date: 0312412009

Product Type: ERBELIFT TM Flexible Probe

Part Number (REF): 7912-1002

Manufacturer: Byrne Medical, Inc.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT TM Hand Pump and Flexible Probe

Biological Evaluation of Medical Products

Biocompatibility Testing Matrix
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT TM Hand Pump and Flexible Probe
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe
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PERFORMANCE TESTING
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STERILITY INFORMATION

The ERBELIFTTM Flexible Probe is labeled as a sterile device. Pursuant to the
510(k) sterility review guidance for sterilized medical devices (February 12, 1990),
the following information is provided.

1. Sterilization Methods Used:
100% Ethylene Oxide Gas

2. Description of Sterilization Validation Cycle:
The validation was designed per AAMI / ANSI / ISO 11135-1: 2007,
Sterilization of health care products - Ethylene oxide - Part 1: Requirements
for the development, validation, and routine control of a sterilization process
for medical devices.

3. Sterility Assurance Level:
1 0 -6

4. Description of Packaging:
Each ERBELIFT Flexible Probe is placed in a protective sheath (i.e. a plastic
holder/hoop) and then packaged in a Tyvek Pouch. The pouch is suitable for
ethylene oxide sterilization and designed for maintaining its integrity. Five (5)
pouches are placed into a carton (Note: Cartons are then placed into as Case
for sterilization and bulk finished device shipping). See Engineering Drawing
of the Packaging in Section IV, Device Specific Technical Information, IV-6.
AAMI / ANSI / ISO 11607-2: 2006, Packaging for terminally sterilized medical

devices - Part 2: Validation requirements for forming, sealing and assembly
processes was followed to validate the packaging.

5. Ethylene Oxide Residuals:
The ethylene oxide residual levels are being evaluated by following AAMI /
ANSI / ISO 10993-1: 1995, Biological Evaluation of Medical Devices - Part 7:
Ethylene Oxide Sterilization Residuals. Prior to the distribution of the

ERBELIFT Flexible Probe, the following residual levels per the standard for
each product will not exceed:

Ethylene Oxide (EO Ethylene Chlorohydrin (ECH)
20 mg in the first 24 hours 12 mg in the first 24 hours
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PRODUCT PICTURES

ERBELIFT TM Hand Pump

ERBELIFT TM Flexible Probe
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DEVICE SPECIFICATIONS (ENGINEERING DRAWING)
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DEVICE SPECIFICATIONS (ENGINEERING DRAWING)
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PACKAGING SPECIFICATIONS (PACKAGING DRAWING)
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PACKAGING SPECIFICATIONS (PACKAGING DRAWING)
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CURRENT PREDICATE LABELING AND MARKETING MATERIAL

List of Current Predicate Labels and Labeling as well as Marketing Material
Description I Page Number
Injection Needle (Carr-Locke - injection needle)

Label/Labeling (Instructions For Use)
Outer Packaging Pouch Label V-2
Instructions For Use J V-3 to V-16

Marketing Material
Marketing Statements/Claims in Advertisements V-1 7 to V-1 9

Injection Needle/Snare (iSnareTM - Injection therapy & polypectomy system)
Labels/Labeling (Instructions For se ________

Outer Packaging Pouch Labels V-20
Instructions For Use J V-21 to V-26

Marketing Material
Marketing Statements/Claims in Advertisements V-27 to V-28

V-1
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MeNt. ON. "MD6

I us ~~~~n~~opy Pnono ~~~~~ (440) 639-4494

Fo. (440) 639.495
Websilo: ~r~snocp~
E-Msl If~~nogisndoco~yom

FREF ~P 00711811
-r 1~~~~~- 230 cm -H __ 1594

5mm GA. ~ ~~2Zm LOT 154

2011 -04_

2008-04

Carr-Locke Injection needle
Alguilie & injection Carr-Locko
Carr-LoCke injektionsnadei
Carr-Locke ago per intezione
Aguja de inyeccldn Carr-Locke
Aguiha de IniecoAo Carr.LoCke
Carr-Locke InjektIonsnAl
Carr-LoCke rinectilnsald

*Cerr-Locle enjekslyon Onesi

Richard J. Edmondson Managing Director ROny
ECREDiagted LurNey Close, Thirak (U.S.A.)

Nol oksie ngland Y073TD - MADE IN
* Phone 44.184-526660 Fax. 5 22 199 0085 U.S.A

RF 0071 181 1

LT 185941 2011-04

( RNEF 0071 181 1

LOT 165941 2011-04

+H788007118110E'

,-56910001041I1185941E3
wm.usondoscopy.com 00730751 Roy. J =02

Carr-Locke - injection needle Outer Packaging Pouch Label

V-2 ~S,
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us ondos~copy

ArticulatorTM - injection needle
Articulatorrl -Aiguihle a injection Reorder No.,00711803 (4mm!/ 160crnIf25ga)
Articulator"'-lInjektionsnadel Reorder No. 00711804 (5mm! IS6cmI2figa)
Articulator"' - ago per iniezione Reorder No. 00711807 (5mm!/ 230cm!/ 25ga)
Articulator"' - Aguja do inyecci6n Reorder No. 00711808 (5rnm / 350cm)1 25ga)
Articulator"' - agulha do injecqao
Articulator"' - injektionsn~l
ArticuLator"' - injectiernaald
Articulator"' - enjelkslyon ionesl

Articulator"' - F[]

Carr-Locke - injection needle
Camr-Locke - Aiguille t injection Reorder No. 0071 1811 (5mm! 230cm I 25ga)
Carr-Locke - Injektionsnadel Reorder No. 00711813 (5mm I/230cm! 25ga)
Carr-Locke - ago per iniezione
Carr-Locke - Aguja do inyecci~n
Car-Locke - agullha de injecq~o
Car-Locke - InjekuJonsnal
Carr-Locke - injectienaald
Carr-Locke - enjeksiyon i~nesi
Carr-Locke - A7

Vari-SafeTM - injection needle
Van-Safe"' - Aiguille 6 injection Reorder No. 00711818 (4mm! 230cm, 23go)
VarSafe"' - lnjeldtonsnadel Roordor No. 0071 1819 (5mm / 230cm, 23ga)
Vari-Safelr4 - ago per iniezione Reorder No. 0fl71 1820 (7mm / 230cm, 23ga)
Varl-Safe~h - Aguja de inyecci6n
Vari-Safe~h - aguiha de injecAoo
Vard-Safe~h - injeklionsn~l
VadbSafe"' - injectien~asd
Varl.Safem - enjeksiyon 1§nesl
Vari-Safe"' - 47

INSTRUCTIONS FOR USE
Inslrucf ens d'utilisation
Gebrauchsanweisung
Istruzionli per luso
Instrucciones de USo
lnstrughes do Utiliza;Mo
Brugsanvisning
Gebrulksaarwljzirig
Kullanim talimatlan

us ~~p

440 1 8 .fl39 " A.

MO I769S

0030700 Re.0

Carr-Locke - injection needle Instructions For Use Page 1
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STEMLS EO A ( V (a)Rx Only (U.SS4)

intended Use:
Thes s .ingle use, disposable1. fleoobt sheath minjetin needles ame intended to be used for the Injection, of various typos of media through hoteils
endoscepes.

Warnings and Precautions:
* Flexile endos.. py procedures should only be performed by peln having adequate training and familiarity with enidoscopic techniquea. Consult

the medical lersture relial. to techniques. contraindication,. ccrmwlcatlons end hazards prior to any endorscopic procedure. If reference
information for envdospl. technique or commntrlndrctiws in needed, catl US Endoscopy.

* DOno usea an injectIon needle if titers Is any apparent shipping or thandling damage.
* These lnjctiorn needl are compettble with enfosacepe channels of 2,8m. or larger.
* For Carr~ocke Injection needles only: Do not attempt to actute thre Injection needle with the catheter ins a straightened position. The injection

reedle has been enigireered and manufactured wvith a apechitc 'praload that is necessary to assure a full projection and full retraction of Me
reedle feren the distal hub, when the device is In very tortuous configurations. If the injection needle Is actuated with the catheter in a straightened
position, the 'promad- may cause the needle's inner catheter to collapse and not allw br adequate Injection. When handling the Injection needle,
alsways be aware of th distal tUp of the needle, and visutally cdntn tht the need!. is fully rtraced Into the device.

* For Var-Sa~a' inection nedles onl: Do not ttempt t acikate r test th injectin needle utside orthe airdscopehIt hecdevaceisecWill
more than once. It a possible that thIs may cause the injection Mneele to becarme lodged phrosnal to the distal tip sprlrrg,

* These Injection needles are single use, disposable medIcal devices: they are not intended for ruse. My Institution, practitioner or hud party whoe
rprocesse." refurbishes, ahremenfecre, resterfizes, andothr mouses, these disposable devices must bear ful1 responsibility for Mheir safety and
effectiveness.

*Alto! the Injection needles Indclued in this IFU (fInstrutio for Use) are compatible with the followling medIcinal substances and
solutIons: Sodium Morrusto, Sodium Tetradecyulsulate, Ethynolarrine Obate, Epirsephulne, Botox, Po1hdocanol, Ethanol, Shotrtadeco,
Absoluta Alcohol, India Ink, Hypertn.ic Saline end Stelning Media.

*. Iaddtion, the Veri-Sal&' Injection needlee (product~ 0.0711 818, 00711I81 9. and 0371 1820) have been confirmed to be crompatibfle Winh
Tmrnlorcioone (Kenalog). The corrpatlbtiliy of oter substances has nMt beer,verifiedan therefore should not bo wtattmped

* The Car.toclce and Artlculator"'Injsctlon needles (product numbe.. 00711811, 00111803, 00711804, 00711807. and 0071808) are not
compatible wfit the Pentax Model 90 series Hi1gh DefinItion gsaltrscopos, while the Cain-Locke injection needle (product number
0071 1813) Is crumpatibfie with Pentax Model 90 se.ries Nigh Definitiongatsce.

Contraindichations: The us ol this device bs coniraindicated tor uncooperatbve patients and/or patienis it severe coagulopethy.

Directions for Use:
1. (a) Fortrticuator" & Cerr.Locke Injection Needles Only: Carfully remvae the tUp protector fronm the deter tip of the needle. Actuate the

prosmal car back and forth, visually observing tie needl being adequately advanced from tine device's distal end. The spring-loaded handle
assists in needle rtetrction; however, always visually check thre retraction asvwell. (Note: Product #00711fall version used for eneeroscopy
does.. not have this spri ng-.loaed handro feature).
(b) For Carr,.lcke Injection Needle Usage in a Duodot..oscop,: Who,, using this needle noa duodernoscape, before acLtua tinhie elevator
10 the ful position, assure that the nee dle sheath is projected adequately past the end of the scope to prevent damage to the nedle which, in
the retracted position, Is positlored inside the spring, proxeal to the distal lip.
(c) For Van Safoe- InjectIon needems only: The needle has been .1hipped tn a 'needle potojctod' pmosiio. This is necessary to keep
tire distal needle from catchaing on the distal spring. Careiutly reov the lip protector from the distal lip of the needle. Uncoil lire nedle
sheath and ensure that the needle as property projlected. Unlock tMe luer lock thtfing and shactuat the proomral luer back and forth, visually
oliserving the needle being adequelely advarced from tihe distal end. The return sprtrg assists in the needle retraction: however, always
vissaity check the retraction aswell.
Nob: Do not stretch the device because stretching may cause the needle projection length to be alrted.

2. To tric tMe needle itt the out position, gently pres the purosimaa tir until it meets the handle's tar, and then siowy mist lie prorunial lus,
doctgse urtil the two lure are rutty engaged.

3. Using accpted medical methods, purge the needle assembly of air With the injection media.
4. Ensur that the needle Is fully retraced prior to inearting it itro the endoscope.
5. Proceed with injection of appropriate media using appiroved me~drca techniques until desired resutis ate ecrptehed.
6. When movinog from one injection site to the nea. It Is advisable to retrac the needle into the sheath to protect the mnucosa, ss wet a the

enmossope. fo trai uma/damage.
7. When rmoving the injection needle from the endocopa. fuly roetat the needie Into the sheath to protect the patievt end clridarn from

injury, and to protect tire errosco.pe from potenrtial damage..

AProduct Disposal:
After tree, this product may be a potenliat bteohaad. H~ardie end dispose of a. accordnc with aceped medical practice and applicable
loml, state and federal laws and regttations.

* Issued Date: October 2008

* Warning:
Mi issued .orevision dale for these Instructions is Included for the users information, in th.eavert tw years has elapsed between this date end product

rsthe user shoul contact US Endloscapy to deterinire if addillonal iknfration Is available.

Usssgedaunwinrg oftkio?. Mh US Ehdmnpyastmn..wv evd daesd1. a l aiadntdl ra rrtrdah55u~sfloa
Thepornk, Ofurs. on atfr5 owned by US Ehaoocop,

Thist product andlor its use 1 isnpotcted under United States Patent number 6.688,841,7.

Made In thne U.S.A.
00730700 Rev. 0

Carr-Locke - injection needle Instructions For Use Page 2
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(9 A (V ®9 RX Only (U.S.A.)
Application:
L.s lgu~es Alijection, do gone flexibl Jobless A osage urnique sons despinies A rbrjedfion do diees types de suppolts parleC blab dendoscopos Modules.

Averlissenrorits, ot pricatutionas:
* Les purooddures, deandoscopto ReAbe he doiveni ithe elfaduides quo par du personnel possdudant la formatioan Maticsalta at connaussand blenlIn

romthades endoseoplques. Consulttor lea publications mnidicalas reflatiros, flux techniques, contro-Jndications, complIentlon,. matdlqes avant do
procider h loute intervtuntion ruociu. Connactot US Erndocp pour obienir de. Informoations relatives aur techniques ou cntie-lndicslions
endoocoplquos, at nmcessairo.

* No pox authlior ralguillo A Irgodleon encas do dommage, apparent dO au transport ou A Ia manIpulatIon.
* Coos algullss A Injection sont compatibles treeo tea, caoes dondoscope duau molns 2,8 dam de fordlsturo.
* m toros arguales, Alnjectioncaotoc owqomont: No paseCounerd'actlonnatr 1`2!tfib Inetdbnavoc edtums o n, Paosted ecrssee. l~aigualt A

irjedon a AiS Cungie at laiquilaoo sun . .x-hre~n spiciiuo WI oa ni o lsdxs drassurer la poreon at to recrudt onmapt do ruigra du
pal c~lubt tosde camtgumbrs, hnsktstodutu se. St raegulm neciona eut adtinnin, ahm e eontriesten positiw, redressail, le a pewchtrogement . soul
o rtalnerblachute adcafhdder, arasmde reaguill a( no pa. pMomentum uri *dtoan adequate. Loin, de to mandopulation, do raiguleAinet ta.mtoonxuc hra
s a estxudino dlstafo Pxrisonx a rasprk t ot ntim~er vlsurellonert due, re guint ot es tirrst rhdtacit dansle d~pos&.

* Pour las ulguliles A InjectIon Varl-Sate" urnlquemoent : No pas essayer d'aclivr Cu de eteor laiguille A ixijectlon hors do Iendoscepe xl Ia
dlspositil oil onioule A plusleurs retursns. 1 nost Possible qad oinguillo A injection se retrouve en position prosimale par rapport au eassort de
te*Admul dlstale.

* Cas algutles, A Injection sont dos disposififs mbridiau jetaides, A usage unique qui xc dolvont pas Alto riutilisrs. Tout otobllssem~nent prouidern au
tiers notlrebaite. ranve, aranxforrine, rostillitsx Cedi reunion s chadipositfirs jetbie.s et ensilireontr responsibla de lout sdwoiti et efidcadli.

* Tourites lea algutilos A Injection dmenlorrnnes dans co mode daomplol sont compatibtes wotec lea solutions et substlances mkdtlchnales
suivanluds :morrinutal dx sodiumo, titradicyfl sulfate do sodium. oriole di'thonoamlned, dplxniph~tne, Botox, polidoconol, dthonoml.
Sotradecol, alcool ebsot1a, uncr de Chino. solution solino hyportoniqux et mtfltou do coloration.

* En outr, I1a dci confini quo las algulilos A Injection Voyl-Safor (irdf. prodult 0071 1816B. 00711I81 9cc 00711820)xoren cotnpatlbts svnc
Trtomenolone (Konotog). La Cunompatblilti avec dautrs substances not po did verifill. at lout utlila~ton ass dono dliconxoltl~e.

* Conituralromrtb lei'gulte A injection Cd,,-Loche (rf. prodult 00711 181 3), los olguiliex A Injection Curt-Lock. at Aetoculatot- (ir~t. proditul
00711I81 1. 00711803, 00711804. 00711807 ot 0071508B) no sont pas compatibles threc Is Basinro..opes hauto dtfinilton Penlox ..orl.lo
90.

Contre~ndlcations L ulofsoflicts do cat disposilif not ontmrandiqudo pour los patients non c0oqiretfs eyou lea coagulopathnios aigues.

Mode d'emnpol
1. (a) Pour lea, aiule Injection Articuistotre at Car-Locke uniqunemnt : Retdiretsolgteusernont la protocton. do entdiixtx midstatO do

tloijullle. Actionnor to luor arsonitna d'arnlr en avant, puls observer useatienent Iaiguille cqul dcit a~re cou,roclon~oirl evencdx dopula
ixxertimuli dielale do dflspesitiff. La poigrncx A reason ftudlite la retraction do loguiR0, Toutufois, Co, mouvemnuar doll Icuo.rs idre coniroli
visuealmonln. (Remndarqu : Ia pordult version ni 0071 1000 urtilisAb pour lentiroacopte nest pee doti do cante foIction do poignic, A
ressort.)
(b) Pour l-ut~llatlon des .1agullios In ljection Cor,-Locko dons un duodinoscopa : Lors do l'utilisatorn de co type doaigut dans in
duodrinoscopa. avant doactionnor rilivateur en position cornplbte. seatsurer qua Ia gab's de laiguillaet ediqutomai.tennt projalte au-delA do
lesirimit, de lappored alin d'eviter dcendownrrogr rafiguille qud. en position rlratile, eat positionnde A runtioteur du eassor prondmsal par
rapport A rectrtaorlli dislalo.
(c) Pour lea stguills, A fInjectilon Vari-Safie' unhiquemnt : egll at apIndi:o6 on position e algulto projettie xx. Coa sts t quo
lolgule disaole soil priso sur to restart desal. Ratter soignoserneent Is protection do ruI'miinu distailx do raigults. Divoular la galore do
rtalguilo ct a'assurer quo rlaigellie Cul corroctemeant projetile. Ddavmonuilier ie raccord Luor-Lock et actionnor lo lxor proximnal d'arnirem on
avant. et vel ler A ce, que roigulli soil correcienerri ovancio dapuix lxr.AminiC distlol. La cearsn dea rappel factitie Ia rdirseflie do laiguilto.
Toutefiot, co irmorotuven dolt toujoure Alto contr6id visuallement.
Remn~aquo no pe dilter to dlspostit car coin po~nuroit modiflier In longuour do projection do oIgauilla.

2. Poar vorroulilar laigulllo on position exiiteeure, appuyer doucmeont Bar to ueat prosirnot jusqti ce qutf rencontra Io leer do la Poigro pub,
bourner doucxrnen Ie toot prosirosal dana le tors des aguainst dune montro juxquA to quo IC. dcxi lucre asont erntirenent enclenctAs.

3. En utitisant des m~thodes niddl=Mls eceoplies. expirer rain do laiguilie raido du support d'injection.
4. Stossurer qua loigutillea anotiPermennt atteantee avant do rinserer dons rendoscope.
5. Poxsrivreaen precedent firlnectner du support hdiqual, en utlfrant dos uectniqusmtherless tispprouvisedjusqua induaetion dos nisutdaissuhfabks
6. Lore de puss..oa dun silo, dicto ud uvnar, 11 ext consaitIId cia itcrr talguinl done lx gains oin do proldoor Ia mequuuse, olnal quo

lordoscope, do tout eandommargerounietraurmatismo.
7. Lo.. du rmtus do roigvuxta AInjection do londooCope. riountor enl~rorront 1'xigu1o dons toga. olm in ate protdgor Lvhepatet cilx midecin

coatre todte btassura at 6intrf tout andonmmogemen poteatiel do ondroscope.

AMise au rebut dus prodluit :
Aimssanteater. on aprodt pec Oo Consuln conyne uss didia biletgicur, uoot~ ncnladou. 1itdsft Alt mwanpl or nmit sobut
cxm~imni am prauques madd~icea, orentes at Ais laEgishaton et ato recommndatio~ns en viguetur A lrchahon, local. natuioa OSorruxus

Cdae d'dnission :Octobr 2M0O

Avertissemnent
La date d'rnuislo au do ruivision do ces Insiructions ott incites A arne dlcrlormatlcn do lulilistleur. Si dou annrees so oni deoudeos estre moile data
et usilixation dx prodeit. conixcier US Erndoseepy pour deuiernln, si des Infornnatns .upplirnenloires soot disponset..

UuxooeutWg...nddde" ,tg oo~ rtla go US Endeacep, looxAg-.sriderlhte veodton.atatmiqu alusiissextaas mrti..petonasi Ws " C so -tntldemse isdo d
rtjS. Pateem od Trandeark Ofih Cu -o Wes couquwes de commenece dlotoee, par US Endoes.Rpy

Ca produil elho am soWifisotle, sont rotigis patioe brevet womdrici 0- 6.66681347.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

StERILE EQ A ! Rx Only(u~sA.)

Vorivendungsizweck:
Diosa Einweg-injk~oosnadaetrmU Itetdbioc diena.s.zurinjokon verchiedoemFtD~ssgkoiten dutcelsn llexis Endoskop.

Warn- und Vonslohtshinweisoe:
* Fluildeb, Endoskopleveofahron sind nurvon onAprechend goadieullon posomner but EdhmrloN ambrig b gld, dot ToCtniken dor Endoskophe einzusoizon. Voe

der Ourdiltbmg fgllcho erdoskopi.ctir Verlairon indtieiifsonFhilrlcbzg ehdi.Klriiklres.oipsionender~ "
Rifarei nachlasn.rOi Red earf an Refrvenzhif ..omerlno au wndoskopisloeso Mathedon end Kootralndikalionen menoion Sle sfcl bille n US Endoscopay.

* injoluamntardalin nih veneeriden. losls offonrldsliichc Traddnsprt odor sormtisg Sculdon z. orkanen sle.
* Doo Irnflnosoodehmsrclo kompolibel ml in5rm endoekopirdian <anal vo niindeuslea, 2,10 man.

* Nib, ManLch njklosadl: o Obeishmoclon Kottieler dadrt de lmqeki .. osdl ndil betld~I w~eren. Die lnjekhonsnodebazonl sloe, .1
spoztbdn ,wsporwgkonipf euod getoli et i oc beh t s.or ga dowdnen Strjktijisn Cuban, voblsinrdie, Varbfrdb

* nd skim vooltgodigos Rcfldisho de, Nadel ea. dent eiblema Erds zu gewrihdaoslan. Bel Oeumiligung; dat Injaklnoda ontl oldom Otensckt Kainder
ams os urc di. cmrvnhnlo Vonpannemug .e ormens Z~esanmbentatn den lonenkotaters dar hiriokioonauddl kmio... n: ale adlqist lJIdnjo lont damnt

nidcti ameN mhggd. Och Umetasg all der rnjoklborsnodol star, our die deletet Spine dor Nodot actioan mid diver, Sinkdr.Rennlto ghleilattn,:.1da die
Nodel voutndlg cinngezeoi sLt

* Nrto, feVauISafs-Itnjsktonsddelir: FIo Saliligeng odor sin Teaton dot njootionnaddol aelorhai dos Endookops (taill, mohoololas gs ndoir) let
umerdssio do es dederd, .e Iinoo pexroukieot Veotontan dot Nadal so dot Fader der tflsiolso Splice kemnden kann.

* Olsen ~dr~d Ehareg-injoktonamnadoi l c[ elM it nut %ldedotvivederg ocignoprt Jade Ennichtmsng. Jedor praktisacte AisL und oedo dritt Formol. die
bonutensEtWregprodukl 'a ddbro erteel, ~aulartelte umaditeil. rastaribsor undhodaerwedhmervenerder. AI~gtl die core Votenbitiln IS,

dbeaem, siicbmade oosd Wfirltarmkelt.
* Ails tnoIloW~~nendal di. in diner Qebaturchaanwsien borflkstchatigteid, slod mnit don foigeodan anidlefnlsclsen Sdtbartens

.nd Lasubigan konmpletlbe: Nstrluman~do,rhs Natrit-TeftndecyislfAt, Ethrynstemtirsta, Epinephorin, Saoao, Potidocanol, Ethno, Setrdoco...
absoudlofr Alkhohol, indta-Ink-Fsrbotoff, hrpmntoniathe Kochsalzrdsen end Fotbmertttungism-ltoi.

* Abaoedam irde bastIL1l,, ane die Votalcr. tinjoIloWnd ordn (Prodketinumraert00711818. 00711819 turd 00711120) kompsttkct mttTranosinoo
(1hrabi sro Did.Oe Kompadblit mit id. era. Subninnssn lW nicist orizort.M enoheib0 dle rbt In Salaizechieeg werdn salown,
Di.l Cart-!Lank- end Aukltcuiatoti.1,tai~osmrtdOir, mit dan Proaduknurnttns 007t1811. 00711803. 0071 1604, 0071 1001 snd 0071880 mInd n~tct
idts Pcnbs-Gautrboekopn dot Sord, High, Dafimiro (Modoll 90) k~ompat~ibl. hIngogon Manort die CsretLocol-tnjoktieonndein rmit dot
Prodedfktnenwsc 00711813 zmmfin nomt den Peotrbax-stroek.... dot S.A.e hIgh Doftnttlon tleaded 001 vowamndrt amorit

Kontraolindikotilonen: Die Venvmetaung dieset Produbts at kashtindreierdt bol unkooperltian PFaddnen enddo Patnlenmes no iwero, K.uobagnroehin

Gelbrsuchsnoldifetung:
1. (o) N.t filt Motuldeor'- cod CnnrLocke-mnJuktIoansndaln: Dots Sptuumaunncrt vornislig von der distolan Splic e r Nadel abnnhmo~n. Don

prodmoalon 1,cr-Anschts vor- cord mkid, ...awgem end atural Sidumprifltung (o.tlsslo. Me sICl dii Nodel konelki eta dens disbaler, Ends
horeusbeeogl. Dct gotdadrto G4( urtaralfitzt dos Sinmulaton dor Nodni; dci Eirong Jedoc sbleouts a sudvsall protn. (Annerkung: Produtzs Nr,
gW711M varlgi tn do, Zt.nokpoto ZahnvroroanVrinnceto di. boscisollahens Fidorun d.sGrdls.)
(b) Mrdlo Vrowetidui von Cen-L.okac-inektbonsnsdo.In ii lnent Duodeoroakp: Bel dot Vemsrworunog de, Nad r, ini aono DaodtestrtimussvW
don Bedlogis das Eiboetoca in ,o vle Pos~tio daere ge~badit weden, doss dis Nordialiffn susildiend arn Eurid doe ScIdigeotls Wotlodee a.
wnisms BewbihOuii dot Naobel. di.e sfl h dot eh9gozo an SI."eng tder Fadetr Mbidasti tsdislan Spaztbcs io

(c) N., frifr~ri-Sofo-inijoktlonsnddeh: Corieatortwrr dIe ader in etnot,,Nadolmcheictsirong'. Qos is ortoidejich. on siVaraiane oAhon do;
dominate Nodal tind dar dpolluton Fed S er moton Don Spatmeatzsnsdieiz orsllg ~a erndatitalen Splie der Nodel aba~rioiori.
Die Naddofll.i abtiodasn und geow1hrlislen,dbass die Nadai kcinemat Vorarehi. Den ituermad#.ua entspeon, done ,rootmol Lee,-Anachiess
,ot- Ande usdbsg nl enddch Sichip,0ttmg [nsdataoln. oh tch do Nadel kworrk otus dent dislsarsm Endo horoesbeogt-a. R~e Roiolidoertorstilzl
da, Entirbeon dem NodeS dcr Btn., musseJodoi slats suc vine.B tbepur"twdern
Aenneetung: Jodee O1bstun non de. preldet vorrnisd, do so dadurb .e atnot A~nIdeung dot Nodoivorotondsitt koomon hans.

2. Zextidiarung dor Nodal hi vorstahedorStellung I old deldn ~orxmalcs L-uor-Ar~odluss druckan. hIs or am, GilfantogEl daa dan prodimler,
Lve-Ababettats lengesm his Lflineimorsns dtshoi, this baolds Luee-Ansci~s voareffndif oiuasmen.

3. Ukila Voermoduaren gngiga; Mednina het alidoei dot Ntadtesi l .ocdr lnjokilonstldsigkl rtorldro
4. V. eardan Elefthslen In dos Endosinop rmes die Nodel uveasinli ninbger o wni c.
5. Urflesi Venvndun ateikannsar niodithlsnachr Melbinde die Iminbero der mnls~prcbioden FRusigkilen dmrchifthrn, his dos goresitoacolo ErobNis

endoll onmedo.
6. Soons Waesot vnC doom. lnj~koAk dtonsrzm fcisn wrd aln Z~rui~ hiae dar Nodel In doe HIII enipiohlan. ur die Mucoso v Tratuma

zuabsidthion endl Beshtedilhungeo des Endosikops ZU Vernoodo'
7. earos E dieorn dot i4dionsnadai act darn Emidookplel vou lslindlgas Einzjolsst, dot Nadel In ads H-1la oettin, so den Palionle end

den behnded n Ckrtgcn ato Vaeileiungtiio as Clita mi Bcacradlgranen des Emdoakopt, zo, vemnsuid.

Entsorgung des Produlcts:& Nal, Gaormadiisildi.o Produdr aM. pobtoovs bielowiseia Gotakroluata Dot ProdettiIre di h iardoiB dr gaingigo meizirbdien Preas $VA.
del Cd/do ondeorao end bendasseelt goillnoni gnotztichrn Bcstiimrieon, eand Rogsitmrgen .r hansihaohn andt entsoie.

Veraffiendlcheiagsdatumn: Oklober 2006

Wayolmrn weis:
oDj s~,s~ght no kmmia~l en lmmiVcllncot a Revtcsamurm sorters Fos rascme dbrrs am,iletbooS DOM.ba itode
V-aseeduzgweoaldposeM Frd~deb - Johrm snarogon ohi. seles dor Arrid US Et os a rnsakleto eon zu arforme,
Wa rnbudsbl hItormaermansve arfi tsot

mu,-amad danmlng ablutoonc? dom, S Erdompy billeits- And bounareg edowermaflosianodshe rvI ode rmbe dowhein Istait andue Wei. U.S. eased nai

oarnlo0 Row. 0
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

TERILE O E0 A ® ® ( RXOnly (USA.)
Uso previsto:
Gil aghl per miezn re e illreduorltod bsisili ionouse sone progeslali psr riniezion di von tipi di liquidi aboavero s r lospi bssibl,

Awertenze a procauzloni:
* Le procedure con endoscopio flossibil derono essam eeseggute da personels medico cn un'adegu.at conscenzae fa amilart con le tnIis

endoscopeish. PrIma di inlrprendere qualslasi precedure endoscopica. condsultarn a lelteralura medic rlaliva all letciise, alse
conlroindlcazlonl, alsa complicazisol ea of chi relatul. Per Infosnaszonl sulle lecnichs endoscoplche o le contoisjdlcazlont, contaltare US
Endoscopy.

* Non utilnarm rage per inlezeone in caso dl danni Suibs duranto la spedisne o 0la manipolazions.
* uesgi aghi per Inlrazine sone compaeiblhi cn endoscopi con enall di aimene 2,8 mm di dfamerlo.

Esciusivamene per aghi per Inleztone Carr-Loecke: non Iontma di ufllkeare 'ago per Inlezione se I catletre bin posizion drilm. Loago per
Iniezionee stale progeallao a prodolto con una spedilca ·precadcai' necescara per garantire Ia sua complesa protezino e reirazione dalla
poiislone distale quando I d1spositivo $i Itors in ccnfigurzloisl tnuotus, Se I'ago pae Inlezieie 4 uiizzato con II caletere drillo, I "precarlce
pub provocare I collasso del cateten isreme deirago e un'inlezlose eiadegueta. Dirante rutilss, dell'ago per Inlezlone, prestate sempre
a.tdsime ala posizene delresernth d'stale delrago e aceertasi vishahrente che rage cia coonpleemenoe retratto nel dispositvo.

* Estucluvernente per aghl per Inlezione Vari-Safoh: non lenare ,d metlers in wuinlone o testare rage per iesle.oone luoe daffendosseplo,
se 5 dispositivo presesnt pli dl un swolgiknento, poeih rage per Inieziona potrebbe bloccari a Whello def mrca delrestremil diutale.

* Quesf aghi per inislJone sone disposithl monouso ch. deono essere smaggti dope II primo use. Oualsilasi Istglulo. professknista o teal ohs c aett
nuovarnenle, disnevi, rcostrlsca, rlstedlizzl e/0 rlusi quesg disposvAi menousc. 4 completweonte rsaponsabile della M icurfezr a delraf ceeaa
dagit slessi
Tur1 gil agh N per Inleziene Inclusil in quests istruoln) per I'use song competlblli con I aegueni firmede a soluzionh: soile morrato.,
sodig tetradecllsollfato, ilnolommlng oloato, oplnefina, Dotox, polidocanolo, etansoio, Sotradacol, aleool essoluto, Inchlostro Indiano.
soluIon, saulna Ipertonica 0 mezzi di colorazi no.

* in aggiunte, gil aghl par lnlezlone Varl-Safee (prodoti 0071181, 00711819 0 00711820) sorg sabi dichierati tompeatbllil con [I
Trainclnolone (Kenalog). Non 4 stat vodrlicafa la compatibiith con aitim sostanze, pertcente Sconsiglato IIorg utifiz.

* Gil aghil pe Inlezione Cart-Locke o Articulaterm (prodoel 00711811, 00711803. 00711804. 007117 eB 0071808) sone stat) dichiamti
non competibill con I gastroscopt Pentax 90 Series ad alta defindIsons, nmango logo per Inlozoe Cart-Locke (prodotto 00711813)4
compatibile con I gaselcscopl Pentax 90 Series ad ailh definitions.

Controindlcazioni: rtrllzzeo dl queste d Apehllvo & centrondlcalo con pazianli non coopeisivi e/o con coagulopella grave.

Istruzioni per use:
1. (a) Esclusivamnants per aght per in inn. Articulator

T s Cam-Locke: rdmuovere con atelnzione l prolezlone de~a punta dISOa porecone
dielale delirgo. hMuovrea avanti a Indiaero II luer prossmaisle controlare vlsivamente che rage avanzi adegualamente doltesremi[e disoie
del dispositivo, L2nmpugnclura con cadre a inolla ecilta Ia relrazione dell'ago che perb va saipre controllale anche visivamente. (Nobe: Ia
v ersions , 00711608 do) prodotto, uligzzata per enteroscopla. non 4 dotage delrlmpugnalurs con catroe a raie).
Us) Per ruse dell'ago per Iniezione Can-Locke In un duodenoscoplo: quSndo le use queshn ago In tn duodernoscopno. prima di azicnare
conpisameneris s coantuflo. controgare cb l'inrodedtoere sia ben ogrs restremgth dello Scoped per evitere di doaneggiare rage the, in
posizone retarts, si trvee allnineno della mro le pr afles artmeonila distale.
(c) Escluslvamonte par ghlN per inlezono Vaei Safer: l'ago vene spedito in posizions esaorgente. Cie A necessor per eilare die
Ia perniser distele deltlgo siimpigli naile Woile dislle. Rimoere con ateenlore la prelezone della purle della portions distais deirogo.
S$olgeus I introdutlore deilrago a assicurare che I'ago sporga sdegualameniie. Sbilcoare II luer lock prosslrnale · mugyere avenli a [ndeie o
ii uhr possimale conhtrolando visivamente ch. 'ago ovansi adegualamenle dalrostramini distale. La rnmla con ritoro facliell la retrazlone
delirago he. pear, va sempre centrolle antch risleamente.
Not: non lirre r. dlsposlUvo,. polchi c16 potebbe hoodificare la sporgenra delrage.

2. Par bloecare logo nills posisine estema, proenere dellcaoain.nle II iser prossirale fine a perno hs contalo con il luer de'ienpugnatura.
quidirie ruflo etIsa entamenrte Fao a innestoae compistamenle i due raccordl.

3. Cem Il melediche slondard. einnlneue 'aria contenula mel gruppe ago con i liquida dleiezine.
4. Coetrollare ca rage sia compltamrente rotrage. prima di insderi1 nelrendescopli,
5. PreCedere con rinlezione del liquido adegualo cecondo le lecrliche apprevate sine a ollenare il rissulgato alleso.
6 Muande i cembia silo dl ilazione. si consigli. di ritrare rage nellintrodutlora per prolgpeme la mucosa e rendoscoplo da pn'seui

raamgilannl,
7. Ouaado si rimuovo loag per Iniezlone dellendcsccpio, rllrare conplearentie ['ago nelfintrcdultore per prlaeggere iI paziente eil medico da

poosibll caisoal a rendoscoplo de pssibili danlni,

Smaltrionto del dispositivo:
D e rnon c, I. prodat 6 pei.1enenle a rischilo bologico Maneggiael a smanlilo secondo le pratiche inediche acceatele a is normative
azionall a ldeal In vgors.

Data di distribuzione: Otlobre 2008

Avvertenza:
Pe. lanmazdde clrolena r~eIoiwa l W can ele · didauilosour o d( ions di quesl, hainris . NI crai in ca sIn Irascceaf dim au e q',a$ dt e r

u
deo Produe,

rnc~erelms daWa cotialre I US Eniocedp per spare se cono dI$aponJt allotit nltonnadttt.

Iisrenisg a r deerbgseQ lonSW US ENoocopS Doerihng. .ad delfvrg Cisolutions deign a Wt I mrordt coninersegeli deo o V$sllad gls lM iheasosltlffico
-ceciia m sltegisetm deg.l Staw Uwi io eno nmaoti di laWblco dl propmil. di US Ernoincco

QueWe prodtte ea/e rus del prodoto e proretio del numere di brevtado 6.656.847 deposltate negi Stagl Unil.

Fsbbn;;ta nagll USA
00730700 RFair O
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

sTERIE EQ (9 Ai2 0 Rx Only (usA.)

Uso previsto:
Las agujas de inyoccldn an veins flaxible de an solo uso damin disefladas pars ]a inyecddn de varies tipos de medios a trovis do an endoscopio
fi~lea bI.

Advertencias y pmcauciones:
La endoscopis flexible debe realizarso sdi par parsonal con In adecuada fo.mcd6n y famliarizado con ta e thcoaa cormspondlentos. Antes
de realizat cualquier pmcedklernlo endosc6pio, consulte en la tonratura ndtioa sus tcnilcas. conbaindiadonas., y desgos. Si necesta
lntoromacidn de referenda Sabre la ticnic, endoscipicoa o s contraindicaciones. Ilarre a US Endoscopy.

· No use asia agula do lnyecci6n ol observe deoos ocatlonades duranam et envio o la manlpulocidn del produdo.
* Estas agujes de lnysecki son compateleo can un canal do ondoscapia de 2.8 mrm mayor.
* Solamente pam is, agujas do Inyeccion Car-LLcko: No Intents manipular la aguja de tnyeccidn con el caldir en posicdin recd. La aguja de

Inyeccidrr se ha dlsefado y fabricdo con utna 'precarge' especlfica quo as necesaia pam consoguir la pmyecc4n y retacc:ldn compaletas Ce La
aguja desde el conoctor distal cuando ol dlspositlac so use en caonfiguracones muy ttdutsas. Si la aguia de inyeccddn acids con el caleter on
poisconn bcas. to 'precarga' puede bacner quo l cl 1ter Inttemo de la aguja so colapse y no psrrnite La inyaccoin. Al menipular In aguja de
inyecdto, comprneae slempre so punla distal y qua a sgruja ost6 totalmonte roiraida en el dispositivo.

* Sobmenoto pare las agufas de inyccidn Vai-Soafe": No inrtente maniputar a probar a aguja de iayecddn fulra del endoscopto sl Pt disposievo
se enrollemns de u.s vez. Es posible qua esao hiege quo a aaguja de inyeeddn quede aeljada poxnal at muele de la punts distal.

* Estes egujas de lnyoccl6n son de un solo uso; son dispaositios m'diccs dostchables y no son reutlizablos. Cuslquier contra, rn'dic o torcera
pom'on qua ereprocase, restauro o welaa S elabons, esterllzar o utlizar esas dtsposideos desechables tondti tods IS responseabided sobre su
segudded y eficaca.
Todas las agujas de Inyoccldn Incluldas en estss Instrucclones de usa son compattbles con lea slguientes sustanclas y solutlonsa:
mnorate sodlco, totrodocllaulfeto aedico, oteato de etlnolamtns, opineffina, bolox, polldocanol, atanal, sotrachsl, alcohol absoluto,
intoe china, soIucidl saline hlpertdnica y medias de cottrasto.

* Adamds, so ht confirmodo qua las agujas de Inyoccidn Vart-Sarfo" (nnmoms de dopmducto 00711818, 00711819 y 00711820) a.r
compatibles con Trlamolnelono (Kenalog). No so ha vedoicado Ia compatlblllded de sams sustanctas y, par (anto, no debori intentsoee.

e Ls agutas do inyoccldn Ca.r-Locke y Articulalor
t

(namorcs do producto 00711811, 00711803, 00711804, 00711807 y 0071008) no son
compatibles con tos gast.oscoplos de alt deflnlct6n Pontax Model. 90, mtantres qua laagiuja do inyoccldn Carr-Locke (rl3mero de
products 00711813) at cs compatible con los gastroscoples de aia defnIcldn Ponla Model. 90.

Contraindicacionos: El Ua. de asae disposeth/o esat contralndlcado en pacientes no colabsrado. s y podentos con cosglopetle grave.

Insttnacciones de usa:
1 a} Soldamante pars las agujas de Inyacctdn AtrCiulotovTM y Can-Locke: Exuaiga con cuidedo el proloctr de la punta distal de la Sgua.

Moen el luot proximal adelante y auias y observe quo la aguja ovanra correctamente desde al extremo distal del dispositivo. El mango de
carga con tsortl taIctile la retractdn de to agoja: sin embargo, cornpruebe eainpro manuolmonle Is reteacc0n. (Note: is verisln del
producto 00711808 qua so usa en la enteroscopla no cuonte con esle mango de corgs con resode.)
(b) Pars Ia aguja de Inyecclon Car-rLocke uttlizade on un duodenoscopto: Cuande use osto aguja en un dueanoscoplo conapruebe qua
to veins de la agjo se proyecta correctsmento haste atrevesor el oxtromo del endoscopto antes de manipular or elevador en Ia posicdn
complete, par evatir datios ala aguja quo, en la posicJan rotrda. se encuentra denti del muelf promanal a la punta distal
(c) Solamonle pars las agujas Vad Safeoe: La aguja se eonla en and posIcidn de eaguja proyectadat. Esto as neosado paps evitar
quo la aguja disa[l quede airspade on el mueloe distal, Exaiga con cuidado el prolector de la punta dIstal de la aguja. Desenrole la veane de
la aguja y coapruebe qua lI aguja Sam proyecrade debidamoote. Desbloquee el dorme lur y .eusa at loer posmanl hace delante y sars y
observe qua la agujo avanza correctamonte desde el extramo distal. El mu.Is de raotomo tacile la rctraccidn de Ia aguja: sin embargo,
compruede siompre manualmonte la retraccoun.
Not: No eastlr or daposltivo parquo puede alteror la tongftud de proyecclon do la aguJa.

2. Pam bioquear la sguja en la pasiion de salide, presiaon suvemont el lur proximal basis qua Ileguse a mango luer y desputos. tontamnento,
giro el lee, proximal an ditecc[dli do las sgujas del mnlo hacta qua los dos ciarros tuor uncojen perFeclamntae.

3. Purgue el aim del montaje de la aglue con un media de inyecc6n segin Ios metodos estinder.
4. Copnnprebe qua la aguja es tototanente mmrelrda antes de Insertoaa en et endosccp~i.
5. Coltimne con lo inyeotidn del madio apropladD usando Ia tdenica mnaice perobada hasre conseguir los rosullados deseados.
6. CGunde poe de un punto de inyeccion at siguale,. se acososea retran Ia agoja an la eine parm protegor L mucass y el endoscopto de

posiblax traumallamos o dPencs.
7. Cuando axraigs IS aguja de Inyeccldn del endoscoplo, retalge la saosu compeament on Ia vy pams parotger al paclente y at medico

de posibtos lesionos y at endoscaplo de posibles delos,

Etlminacitn del producto:
Despues de ex uso, osle producto puede roprosentor un pcsible desgo bloldgco. Maniptiolo y desachilo seg~n la praclice mAd de habitual
y ts IeyeS y nornatres locales. estetayes Wendrtles aplicables.

Fecha de emlsian: Ochubno de 2008

Advertencla:
Pars infomncide dMI usuarlo, se [ncywe Ia ficha de emaidn o revIslln de stles kistrucciOres. Contadtar con US Endocopy en casa do quo hatyan
transcurndlc do. acos eWrrs asea fehon y [a de uso del produco. par Sa hubiora nueva Infonmatcn.

Ustenrg...and doall.irg to1tal ol ddedo de US Endorcoopypr Mlenhlg...alddots*~g eodulno ytedfl las rrP quo Iever o "* asian renst .s as decflin,
[ntadxaern ddo paftolos ynmcascoamorCdelxe, o s!n nutroa, carnorciams panodxeda do US Erlaos.opy.

Esro producro oat come Su uso solan prooegdos beJo or ndnteo de pateoe eta esdeunldense 6,665,847.

Fabrtcedo en EE. La.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

ST~teE 00 Ax (& I® Rx Only (U.S.At

Indlcag9o de Ulilizagao:
Estes agulhas de Injoecgo de batiha fuexivel descartval a do udtza5 e )nica destinan-so a sar utiUzadas pam a icjeclo de vAdos lipos de maeis
atavets andoscdploas faxisals.

Avisos e PrecauQOes:
* Os procEdhmentos endoscdpicos fexlveis devem sr roealizados apenas par possess cmm a forma;to adequado a qua estejarn lamdirizasdas

com as ltcnicas endosctplcas. Consuttar a lietoatura nnd o tvmenmntoe is t~cnlcas, conat-indicag6es, coplticaghes a pagos asnts de
Inkicar quahuet procadlrento endosc.pico. So for naecessira, lnkmaflo de otferttda relative a tecnicas endosctplcas ou a contra-irdtcg~es
contacca a US Endoscopy.

* NAO utillzar uma agulha de injacCoo se for visival qualcuer dano de tranispode au de manuseamonto.
* ESlaS aguhflas de Inlecvlo sAo compstvoal com Bun coral endoscoti de 2.8 mm ou major.
* Apenos pare aguthas do InJoc0eo Carr-Locko: N§O oentor mover a agulha de InJeogeo cam o cateter am posiqa diraeta A agutha de lajecplo

tol concobida a fabricado cam urea prM-carga' especlfca, necassro pars easesgrar a projecoamo complete on rntrac910 compltet do ogutha a
poer do manga distal quando a disposidvo se oncomro a comrnfiguraes mutt toriuosos. So a aguuta de InJecio for myovkd cam o coator
nurma posk~do dimats, a 'prracrga' pode provocar o colopso do cal Interior do agulha a nap permitir a injecg;o adequada. Ao manusess a
agulha
de injec(;io, tonha sernpre em vista a sue pont distal o confirnne visualmonte qua a agulhta ast colpatarneate retraide dentro do dispositvo.

* Apenas pare agulTos do tnJecyio Varl]-Safet: NAo lontar activar ou lster a aguila de tnjecqho tars do endosc6pio se s encntrar enrolado
mats do qua umsa vOe. possivel qua Isto lona onm quo a aguilsa ique slojada proxtmalmente A mort da ponta distal.

* Estes agTfhas de injec9o sao dispositivos ndcos descartveis de utilizago uniri; n~o so desirinm 5 reutlizaeo. Qualquer insts[uitwo, rnddico
ou tleroo. quo volfe a processor. renovar, fabricas, esterlizar e/ou reutilizar eases dlsposi[nos desaartaveis tom qua assumir total
responsabldage polo sue seguran .e ericioe.

* Tadas as agulhos de Inrjocgao incluldas nosta.s lnstrugOes do Utilize9So so. campativeis cam as seguintes substnaclao a solu;Oas
mdicintals: Morruast de s6do. {tatradecllsulfato de s6dto, oleato de etanolamlra. epleafrina, boLos, polidocano. anal, sotradocol,
IlcooI absoluto, Unta do India, sotau.o saline hlpert6n1ta, maels de colora9oc.

* Ald. disso, comprovou-se qua as agulhas de iajacC.o Vatdeafieo (produto nB. 00711818, 00711019 e 00711820) seo coampatvols
cor Tiranclaolona (Kenalog). A compatiblldade com outras aubstUnclas nAo fo] verlfcoda a por Isao n~o dave ser experrnaonada.

* As agulhos de [Injec[: Cart-Locke e Articutatort (prodults nP 00711811, 00711803, 00711004, 00711807 e 0071808) no sea comprtivials

corn cs gastroscdplos de Alto Defintlgo pentax Model sMnias 90, enquanto a oguiha de Injec;§o Can-Locko (produat n" 00711813)
6 compotlve cam os gastroscdplos de Alto Daflnlcgo Pentax Model $drie 90 series.

Contra-Indicagbes: A utlizcogo desto dispositie S contm-adIdlcoda am paclentes nrit cooperantes eaou em pacientes cor coagulopatda aguda.

Instruq§es de UtUlizogoo:
1. (a) Apenas parm agultas do Irniecas Alcsulatrm a Cart-Locke: Remova cuidadoasmente o protector de porns do ponts distal do

agula. Movimente o lue, proximal pars 1r;6 a pam a fronte, obsorvando a aqulha a avenger adequadamante a pardi do eoxrernIdde drstal
do dispositivo, A pags acclonada por amoal euxilia na retmcrao do agulho; no entento. dove redvoriar aerbenm s.apro manuormnsoat
mrtracgo. (Now.: A venaon do produto n.s 00711808 utiltzda parm a enlaroscopla mAo possul a Iunc;o de pegs oc.iornada per mole.)
(b) Apanas pars a utilneSo de agulhos do ITnjae.S Canr-Locke num duodonoscopio: Ao utiflar urne agutha num duodsnoscspio,
antes de mover a Bloyodor pare a posibho dseia. assatoes quo a bainha do ogulsh 6 adequadamente projectada pas la do exlredaidedo
do endosc0pio pars evitar danos ne agutha que. na posito retraids., posicienada denra do mole prosnal 4 ponrs disael.
Co) Apenas pars agulhas do injec;go Vadi Safeom: A aguI1a fal expedida no poolro de "agltha projectad". istl 6 necessadrlo para
manter a ogulha disalol fastads da mob distal, Remova culdadosameant a protector de ponta do ponta distal da agulha. Deseratle a balnha
do agulh.a ctdifique-se quo a agulha 6 projecteda corretarenla. Desbloq teie o coanctor tuer lock e movMenteo a luer polxrral pars trns
o pars a rants, obsarvando a apuiln a avenger adequadarncte a partir do eoxrem dade distal. A mot de relorno auxilia na ratracqao do
agutha; no entento, dave vednrica tambdm sampro mnuaosiente a rearac.6o,
Note: Bao eattqua a dlspositivo; tot podaer altorar o compriminto de proJac§§o do agutha.

2. Pra aloquear a eulha na posi saida, pressltme Rge[o1meen o tuer proxmal aid enccntrar o luer do pega e. de segu
da, rode 

l
ent

am en te
o Iue, proxnmal Bo sent~do dos pontetros do olegio WlS os dais luea estarem complestmrn.e eacaixados.

3. Utitzando mltodos medicas aciltes, PUrgue 0 a, do conjunto do agulha coon a meo° de inaco.°
4. Certitque-se quo a agulha esta completamente rMotalda antes de a jmsanm no ondoscopio.
S. Procsa morn a injecgDo de umrn melo apropado ullizarndo tacnicas mndicos aprovadas aie screm alcangados es resultados pretendidos.
0. An mover de ur local do injecg;o pam o pr6sirno. 6 aconsethavel rotrair a agulha Paor dentm do baicha pam protoger a mncosa. asssnn

mine o endoaceplo de trauma/danos.
7. A. remover a agulha de InjecCo do endosc,6pl. retrala compltamoanl a agulho pars dentin da bainhs para protogar o pacients a 0 mcdico

do lefrmonts a para pratnogs o endosctpio de danns polenctals.

Eliminaggo do Produto:
Depots de ottioado, eso proat de pods. 'deprsenotar urn nato bii69imco poont al. Manusear a Bermina, em conformntdade cam a ptieco
medica padrgo a com as regulanonlatnos a Isis locais, fnedoors e eslatais aplickvels.

Data de Emissio: Outubro 2008

Aviso:
E inclAdd urme data de emissho ou de revilSo parn eseso tnslmb6ea paw intornnao do utllizador. Coon possom dats aews entre esto data a a
utitizaggo do produlo, a utilizador data contactar a US Endoscopy pars daterisnar se & necessdria infcrrrn a.o adiclonal,

Ustardrg ..sand del r.utsio
. 0 dosrgn US EnrdoscopylS amrg ...an dcolt Wecmngt S sL: das O ama s asslaaladas earn 'mou e astrarestadosnriparamoeto

do RBeislng doPaol dO ELMA US, Potentd Tra mark OfO l0 amarmrn ent ais daldasp la US EndDanopy

Estu produto eBou a sue utillaglio esu, protegido pals potanta rr 6.66.E47 dos E.U.A.
totilado - EUA-
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTm Hand Pump and Flexible Probe

STEWLS EQ ~~~A Rx Only (U.S.A.)

Titsigtet anvendelso:
Do fiekeible hystelinjatlionsnitle li enrgannibrug, a, beferetrc VI inektian af ferekellg Lyper media gennernl flelusible endogkopet.

Advarstar 0ll torholdsiregler:
* Prooedurer for flesale erdlslokopi bor kIns.uWis.o alasneamr maed don raccodne uddannelse o9 kendekab III endoskopiske knerider. Konsutter

den medidnakes Wtoediw edrarunde teldukiker, korrntrandiltslioner. konmptikationer og rcold fonid for den endostopiske procedure. Konuak US
Endosedy fec at IS refereeueopitysnknger vedrismand enderskopiske taknlldur alter kooluslndikatieaser.

* Brug IIe en injektioessnMh. hvo den hsar lgal simul skadouder acloIranspofen, statr Ih~ndleringen.
* tnfekdinsnkldane Cr korntatltle med endoskoeplsnaier pA 2.8 mm sler seme.
* Run tI Carr-ock~ae-Irjelorsadmile: Fodseg trit at atlivere olnstenasnumalsn. rr~r kataleret Cr I udslrakt pecsitio. InJattlenarsilen Cr udvile ogl

fremst~ltet med en Iseostol "forspdandlrsr. somn er nedvendlig for at sitre flid prollaltion og laid tllbagatractnlng at nitlan Ind den dictate muff..
nhr anorldnlrrgen oI lorbindelse rmed ,neget snoede konfliguretlonar. Hvis tnelttonsr Alen akdiveras. mans katetro or)I udstrekt positin, kInd
lerspawnciingn' reedfers. at ncalles; tndvendiga katetor onyour sommonen ado ftaok tan fcreisges en lilslrakkelig Injekllon. Vol hindterirg at
PIesldiensnitlen or del vitingt aldd at taere opmsadsomr ph nhleris dictate studs 0g visucelt belrnfle, at ealen or trukktet hell tilbage I setiqn

* Run Ut Vodi.Saft,".lnjekldonrumle: Forsogl kkte at aki lto ehr afpreve Irjekttnordsn ctch uer for endsoskeat, hvIs anouninugen, or nsna mem
end he gang. lnieksionsivalen tan sane sig last preklmaunt tfochokd fil fjsdorn i dan dislata studs.

* Discoisje uplicnsnil Cr mediceds, ke anareter fil ogengatedoilg 09er ikit Ierepnet VIt genbrug, Indatiuticeer. lager oftar trodjeparte., dar
genbetsandted. genfrarntmsr. anteitsear gennbrugesrogloliarpoarardisse engsngsranoinbiega op boarer det fuide show, fec d.am slIxtrdd
ogal efakt~et.

* Smainlige inleldittonaanhte do, or InkIderent Iscene IFU (bnigsanvisnirs). or kampatibte red feigned.oinsodllnake stuffer ogl oplosninge,
Nattlunmmonrurt,uat.knotlrlnsatdocytsuilot,.11tholmoludnoleat, opinoefrin, botos, polidoosnol, elharnol, doandiacol, ebrotut alklisol, lusch.
hypertont1aiot salt0 fervinlrssmodte.

* Hennl kdmmer, at dot erinduvet buakrmftet, at Vart.Ssafe.t njekflionsnhe (produktnr.O0ll, 0071181 .071al9 ogl 007116 20) or kompatible mod
Triemlnotron (Kenatog). Konmpatblbittt med andre staffer or ikie beitraoftot, og Worhdan bor darfor tikke annendad.

* Cerr-!.Loo- 09 Arttcuttstrm-h.inJetomnsnht (produktter. 00711811, 00711803. 00711I0ON, 00711 807og007 OO 0BO) or terker polpeitic mad
Pantax Model 90,.erlens guasicokpoar mod! ho] dollnltlon. mans Csrr-Locke-ln~ektlorisrt5ler (produktnomrrnsmer 007118131 or komnpalibet
med Poet.. Model 90,rueld,n guasneiroper reed ho] definition.

Kontraindiitatonet. Brg ofldenno anerdrung ar kontraindiceret lat usamarteldsvilfiga palienter eq/oiler patienter road aivartg Itoagutopati.

EBnugsanvisning:
I . (a) Ku" Ill Afltcutator. an Carr-LockeinjekticnsnAIe: Flem foralgfftg beskyltaielitappnie. hiomus dislalel studs. BEssmg den proitainatle

iWar from og atitage. Ide del visuelt otbservriers, at rilen fares 91crakkltleigt Item Ira anordningens dictate ende.Det rodarbelasiadle grab
haeiper med ,ed iltbagetruadItnifga mat aen, mar, litbsgetracknlngen ber Dgsh Witid kontroileras visuell, (Bomaritr: Poroduikt. 0C71l8O8,
so.e or beregnot fl ornerosktpi, tsar kite et ft.aerbolaste gritbt
(b) ltH bng reed CrLok-netrsntI et duodanositap: Iheis dunne nit sevendec I et durderroskop, skat du,. eden dut evoger
etevatoren II den (ulde posction, sker. at ntleshyistorot er fort Utsmahkktigt langt tord skopets ende for at lorhindre tbesitadigelse af colone,
dartI den tildogetraust position er placesit lade i ftedsrn, psocksinnalit forhold ifi den distate, studs.
(c) K.e Ut VO~.6SafSICJld .injeto .nAid: Vehl letorng or milen tend positio, h.,r den cr bestytete. Doeli or mueadvdgig for at fertundre.
at den Sdat rod Order fast den Sdafteadar. feslam forsaglgt tbeakyttelsesk~appen Ira nhlems dIstate studs. Rut n~ftehylateret ud, eql snrg for,
at eaten or red tfuclsdeitkti lang[ indren. Friger luerlhs-koblingen, og bevag den prokslmale taer from o; ti)sge, deltddt visault observoers,
at citen, foaes filstrakkstigt fromi fra den dictate cede. Roturfjeleren sjaelper med ted lltbagetrialkingen af thaner man filbragetremitnngen
her sfi ksiontrolteres vicuetl-
Seamarn: Struit iikke anordninen, d dette lan medicire, at nhiens jprojeaktlonsalngde andre.

2. Nbuer lices fast i den erfomfrte poasition ted at tryckke ltl ph dee protrsirale ice,, null) don mode, grebots tuer, agl dereller tsngsemnt draje
den, prokeim.eo luer med trat, Indtil de to luere gar hell I halt.

3. Ved lhjatp af goditondle modficirrako metedher renses ratesanlingien for tuti reed lnektlorcnsmiai.,
4. Kondrtetlr. at called Cr trukktet hell itbge. Inden den loses led i endockopot.
5. Frlsuat mad at Ilejiar det resevanto mendi, idet der Iamener.. godkendle mediclneska teknkk~ar. tndthl del onstedo resultat a, opehet.
6. NAr lente fyties, fna et ilejeklonsslod tl del mecto. Viiond, del at trackie eated ted I hyisterat for at baskuytle sluchlndae og endestopel lined

treumsftbeskitalgetse.
7. NA, ier tr cak llasntn ramens ls ondosoes. skat nmans Uakkes bethis Sn i yIstarel for et fortikidre stader ph patentee og Isgen og for at

beslytte ondoskoipel. . det Itsadreabccadfges.

& Bortskatlolse of produlttet:
EtIer .. oedodison ktan dol.nedpoukt Wdhom err pelentiet biologist fare, Produkiet skal hiAndlecres og bortsalftes~ ht. godktendt mealsiest
prausls o09 galdende, ioteall regulativer.

Udstodelsesdato: ocaother 2008

Advanse):
En udsthadelses- slier revisionadtwo tot disse, instriionrer er mrieadaa Ili brugerns orienteuing. Hyss 5cr or ghet to Sr Ira donna date, 09 III produildel
bruges. stat hcgeron koniakte US Endoscop, for at U, at Wide. comdr e r fi renmkormel ydortigere ophysningor.

Uise,tng...sddslellrgadW.rterr US Enooopyainhg.. dalcsc anctos d oondsigee ktneent rcatndomd-eks,-r arroglreiasti USA's peatsmac,,l
fiS, Peiarl er Tradacrerir OM.) sea Cr 'at srt, dn Whne US Enoldosacp.

Dells produkt ag/alter duot drug or basktyttet i hrenhold li amrerikansit patontrutrnmer 6,666.847.

Fromstiftta I USA.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT TM Hand Pump and Flexible Probe

s~~hR5.E Ca § A ~~~~~~ ® ~Rx Only (U.S.A.)
Gebrulksdoel:
Dtto wegwnoipisjection...lden soo ..onmlig geroilk met t~brutal hut ite bedoeld wor bet menctoenn van diveresore media via ten heositaee
endoscoop.

Woarechtruwingon on voorxorgsmanatregelen:
* Ingvenpon vanabi gabined wort gamerakil van nsidbela ondoscpen manger, ultslultnd cordon uitgevoernd door porsanon die hter400r c~nt opgateld

en die bakend Ilen Met desabebffande dendscopischa tedinilaken. Vooratgeand sarI elkse endoiscopisceo ingreep Plont mredisctie titeocluor to
vordon gsreodplseogd met botrokidug tot doe doesbtreffends, technieken, contra-ndksttes. conwitcatlas enr mogenhje glevaron. Veer eventuae
achten~rgroninfornsote botretfenda endoscopioche tecdineleen of conlro-Indicaties ken contact worde openomen meol US Endroscapy.

* Gelrullk eon atojcned.as .W'Pot indian er sprake Is van onlgo aan..jsbars scade eal gevolig van transport of hantening
* Dzen blefeientualdon zqn gersthtkt veer gebrtak in contisalike met eon endasceniahasast van 2.8 mm of grotor.
* Ailoon voar Conr-Locke finjectioneldeln.: Do injiemlctlsnratdma nlot waden goebrulkt wannobor d Wolke,te zich In eon redtte Posttt btoind. Os

tnocissadald Is cntwospen en votvsatrdigd met eon bopaolde 'voorpannlng' cm Le kunion garaneremn dat do nuald bIj noer gebogen teostand
van bet Inssrumont oplirroisl uilstsekt en voilkeig ken waren, toruggotrolkken ult da distole hub. Indias de Injemetteseod werdt gobntkt waseer
dekeWinter zich is ton roobto positto bovindt, ken do 'voriponnin" artoe leiden dat do binsonkathetar van do scald boacbadtgl eoad, woialdoon
do ijectie nlot op eon juisto wqze ken pleottvindan. BiJ do toepassing van de Injecilonalold diont do gobrulkar do disbaidtoli van do scald aJsid in
do gates to houden en la controliern ot do naald voltedig in hot instrementi is toruggotrakken.

* Alteon voor Ve.Sefeit Injectienauldn Do InjectlesnacidM m iegtt vvordon goacotiorad of gatlot buiten do endosceopd wainteer hot fisruoatuet
sner dan eeruaal is gewtkeld. AMdor, ken do injoctienaatd pmratma.] van do veer can do distate Lip komon vast teofzttoon,

* Ooz lnfactienaallen t4n modkiobe wgspstvetnvoor emnmalig gebrukten on n niat bedoneld moor henrgebni&. Elkse insteltng, srte of dordo
* die doen welgtrplnsutnnlntmn, opnte.n verworlt, hoatolt, opnlei vervaardigt, stonifiseert enrof lrorgobruilst. Is volledig versnlsoeude~k voor do

vellighield on wertaoaumheld aera.
* Alto lsnjsctlenaatldn die zamesoegotoverd met doe gobrufltssanwIjztng zljn compatibol mat do votgendo modcitnalo stotion em optoasltiges:

nalrlunssorhuanatrtum tothadncytsutfaot, otha ntamaino oloact, opinofino, boal , polfidOcanot1, ethanol, smotdadeco, absolut alcohol,
Oost-Indlocsh. lrsht hypartanituche zoutoplt.sstsi en klourstoffies.

* Bovondlen Is bwovegalt dat do Vsrl.Safow Injoctionaalden (produotnmummer 0071 151I8, 00711019 on 00711020) com.8p.1be Ain met
Otriabbitnclon. fKenolog). Do corrpatlbaltltett met endere staton T. Plot latest. Doe station mo...n derhalvo Plot In comsbinat a nt do
iP.6njeciend warden go~bruti.

* Do Cbrro.toketen Arlterialorra tnjoctiensaddti (productumobnorsn 007110i11, 00711803, 0017111804, 00711807 en 00718000)zlj nncmot eibol
stat hoge-deinltt gestrscopon van do Penter 90-earle. lernsij do Cart-Lockcae lnotlenerald praduotnmamer 0071 1013) wet chonpatibol
Is met Iroge-donl~l grstr..copan vast do Pentaxt 90-earls.

Contha-Indicaties: Ccsutha-idicstios v"or het gabruil, vonndil instrument zin anwilligheki van patlenten ariot erstaige coagulopotuie by polihmntn.

Gobrulksaanwijzing:
I. (a) Aileen vcor Mritetltr" en Cart-Locke injoctlonaoaden: Verijder de tplpeschernervaoorzichtig van do distole tip van do no.Id,

Beweog de proximate tsr-lock near eciuror Pon er voren. tolcil , visucoal conlroteeon of do neolid In voldoonds mate ult tbet distake ultoindo
van hot instrument wardi gesdhaventDe oned ken gemnoiskliJk wdardn teruggetrckker, met behuip van do voarbelaste handgtosp; costroloer,
d~armaist echter altqd visuool ofide noeld good Is teruggatrokken. (Opmuorking: Produotnr. 00711000B, bestornd ooontorasrcoptor, Is Polt
voorzien varn bovsngonoemde numertlesto handlgrsap.)
WbI Voor gobnilk von eon Cart-Locke Injecttornoald In eon duodenoscoop: Wanmest daze traild Via ean duodernoscoep worie
aesgebetrarch, diont armoor to warden gezargd dot do hults van do scald vainoende ulltek v~oorbi hot titeinde van do duodenoscood, voordat
do elevator volodig verd 1i utgschonen. Dit vootrorni bescthadiging van do noald. die zir in tsrsuggotrokken positlo In do veer, parmouseava
de dictale tip, bervtndL.
(ij Ailean veer VaritSafBeh injectlen~asden: Tildmn, het transporntdvbvndt do nasild zich In ten "uttsrtokoendo' poslole. Oil is
noodztakettk cm to ocotarnoen dat do nscad San hot dfisholo uiieindo In do yearttoort vest to cithen. Vorwider do tlpbeschthennr voarrichtil van
do distale tUp von do Pneda. Waikks do huts van do neeld et en tong werv, dot do scaed voldoendo uitoteekt Open do lues-loc, stuiti en tfteneg
d~po oro ietmlo r-lack scar echlornnonsoar ano torwjlu vsusol [,.cnirtetofdo nealdin voldendoemolteotthotdistae utostewodtWM
genschoven. Do soeld ken, germektcetiki warden tonitggetrekke, meot behalfp oar de lenugttrbokvanr contraleer dearnees.t Perhisr altijd ciesuo

1 of
do rsaaid goad Is teruggoattokkos.
Opmeorking: Strok bet Instrument Piut colledlg art. omdIt homerd t do mate warH do scald useekt1, ken cerondorn..

2. Om, do Pcalld In ultgesclnocen pollsitiet vergrondolon, diornt u do proimals luon-ftoct voorrichit is Is dnkkone rotndsla dae do.. lo-lock von de
hondgoceap reall. DMIo do prostmcie loner-loc vorco1gens Ilargsoo rctioom undat do 1 twos 1erloksk votlodig in oktear, grysen.

3. Rodnag do noald doo, moildol van algemoosn e~mandead mediacho techtnuken en verwidar keisctemendin, mlt behuip van perslucbt
4. ZuogP. s enrdo do nasod coitag Is tensggotrolkks ahcorens; doen In do teidoacoop in to brodngen
5, lI*,cteer do desbetaotlende media doer rniddot van goedgoekeurde a nseiode technfotken, totdat hot geweinste rosulteat is brorekt.
0. Dili verplaatslsg vas, do Oisne tscidepilanots rir do voigondo is het eon to raonm do scald tfrugd to tr"koen In do hub am hot ellmoteS van do

pafienit, alsmedo do ondoscoarp to bstrenemen togen traumnalbescscldiging.
7. Wannear do hinelbetscanld nit do endoscoop wrdt vontiderd. dlanrt do scound voiedig to zljn terugetrakksn In do huts am steel bi do petiorst

on de luns to voorkomon on on do ondoecoop to besclsrssn, began rnoolelko boechadiging.

Afvoer van hot product:
Na gebmulk Iken dlt product mogslij biala.gisa.mcl e rss met clt meebrengen. Oit product dient to woodern gpanhostnd on efgwevood
ovoesamendofg do algemeen.. ~anvardo medischo gobruikon on do goldende plaateuiflke, Ielkendetkon federale wrotton on voorsctoriftant.

Utitgiftodaturn: Obdbo 2008

Waarinchnvoing:
Too intaomatio van de gelbrutner Is year doen Inesuotes san utiglfle- at revisiodetm Iaengegeven. Indies twee Ja.. zin cooneotsan do

ae.9ngeovn datum en do datum van gobruilk, dient do gebreker contact op to normeoncmot US Endoscapy om no to gloan of or enurntands isforsiatis

Ltslrnis..a.W dutvehs. aoli~ron'. heotenae Mbtonhg.antn dotlvsrng oruimv~anl US Esluooop as clv sandadisgen melrl -' ztjs gsueintnrnd bif hat Puantane
Tradamnsck Olilco IndoVerenide Swaen o hij lodahls,odran ani US Esrdacop,.
Do produc es/of het gebrutt esves z~n beschorsd oruder oCtrotaubmmo 6.6665847 In do VS.

Vraardtgd Itado VS.
0073070 Rev. 0
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none ~~ 9 A (9 ®9 0 RI Only QJsJ4)

Kullanmn Annact:
Su tok kultasunlk e5,1ek klif enjokalyon Igneleo,i ge§lil mnaddelerdn 051n0k eadoskoplardan enJeklyonu ion khaullanlmk Ozens lssaurlanm;lir.

Uyoniar ve Onlenflor:
* Esaiek onduskpl Il~lhoml yalnizea ylettilg solaria sahlip ve endoskopik tokolklsu bilon kgivhlt,c yaptlinialidi. Herhangi bir endoskoplk li~lernaden Once

tankremi luonundilkasycnar ar, Pikabllowk soruniera vs tohlkeir Rd If~hi tabb Iterat~rs ba~yerun. Sindoskop, imlek,~ veya konuerdfikasyonlar
konusunda hapeltns biligldilne lihiya; duyansernz, US Endaowpyyit ariayr.

* Gdzlo gerIt naklyal viny. kulltenm hesar versa enlukoI IIIosn kuliarwayin.
* Ru er.NeIsi flinedenI 2,Ot.m'lll oya dlains gent* endoskop kanalmnyla uyumludur.
* Yalnisca Ca-lo o aonjohlyn lonei1ri gin: Kaetser dik pozisyondaykeA enjokslyon, ignestnl gal'trna dlrlnbinde bulunmay.s. Enjekelyn

ilinsea, golk e~nt mlieknedonlarenin dintad muerkszdn tam oterak taxloknas ye gelnllmesini saotamya ybneifl, tose bir anr0k liem&i I sndanmna y
fareiMIv. Enjelustyon inexosinn katoer dk pozisyondaie Pafltaunkau durunnunde, 8nlyfkldemrns'irnia ig keiunterinn ofiekinoine idon olobilir
,vs uygun Skedue onjokolyons yaphtmassnm engelleysbifir. Enjekatyon ianssini kulLlanken ignetin distal ucnu her saman kontrol edfin vs l~nenin
alarma kine tamamven gekldicgini bekarak dogrulIyn
Y Venizc Veil-Safe"' enjekslyon I~rnoien II: Aied birdo i fet. koz dolennmugse, eijeksiyon i~nelrsi endoskop drqinda 9a.yII rra vy test sune
ginillminde bulunrany'nB. , enuskstyon Egein.irn distal .g yey~n prokelnnalins foredqmesine inedn olubilir,
B E enjakslyon i lnetlor Ink kullanunluk lubbi aletherdir, Iekwe kullounrmok U.er taanmanmamrfslu. SU lok kullaenuhlk slefllai s~kierlIeme teim hutm,
yenlleyeo, erona Grelen, skeur stodflizo eden veNoys lekre tr klan kuruni. dokior vey. 0UgncO taralar alshed n glkivehlri vs elkilefi konusnda
LWan sorusnlulu~is Osliasnmelidit.
B.E K.Utiaru KlsvtU'nda Muuann tami enjlsksyotn I~nIs sga~ldak]DI t mbionddo vs sot~syonlerla wuymludur: Spayum Monituatu, Sodyuin
Tetrnedasti1 flhfart Etinolemin O111. Eplnafrlr., Boatos, Poildokenol, Etarsol, Sotaradekol, Sat Alkol, Hint MOM11,dsbl, Hipertor,11k T.s vs
Boy.ma Maddeleri.

* Ay..., Vail-afe"' enjokelyonllnelerlnin (00711618. 00711819 ,v.007111820 . nu.ml, Orhntorj Triarnsirnolon (tKenaiog) lie uyumiud oldugu
onayintmotr. Wonle Saddpler, uymrnuluklan do~irulanmadsgandan donownnomoldir.

* Cerr.Locs vs Anttcuator' onj,,ssyon im~nete (00711811t. 00711803, 00711804, 00711807 vo00?1808 num rairrnter) Penta, Model 80
seria V01(sek QasandirfiblO, gastroskoplarla uyunslu d~i~ildir. snook Carr-Locks morjkeiyon loned (00711813 numerait Ortn) Poniex
Modol 90 ser~al YOksck qdz~nthnlklO gastroskoplarla uyumludur.

Kontrendikasyounlar: Bu platin kullanurnisibrll yapnmayao hstelarda veNsya oidehe koagalopale kntrendm d,

Kuilanmm Talfinhatlari:
1. (a) Vain..c Articltr vo Can-Locke Enjelksiyon lflnsler gin: U, kemyawus inenin distal ucundan dikkathi bir 8ekide gilkartin.

Prcksfrnal lueui laime-gi oahuptharmak inenin distat uglan uygun polaids iesledioni gdzlearleyfn. Yayll tulamak lonenin Sail qikhhsnssner
irardlmns olur. oricak ;ekilmeyl her zannon gbzie do ousatrol adin. (Not: Enteroskopi hin kullmanlan D071808 numerat, Od~ln verelyonunu
yayJ, WUnmask bzeillk yoktur.)
lb) Can-Lok Enlokslyon loneetnn Duodenoakopto Kailien... : Bu i§nsl bIn duodenoskopta kuWIsnIk yulkeadyci tam posisyonuna
getirmaden once, geilmilq durundayten distal ucu pmlkstmafisdekt yayan kinds duran l~neye zaran gebimesirl engeltemoek kin lore klafin,
salanlr son kusrruri Deposik gOkildo uygun olrark taildIklndan emiln stun.
~C) Yalrstzc Vani Bar

5 enjekelyon Ognasnl gkn: Ione o ins ftzr!nde' olIa nakilyo edlirnllitJr. u. distal ugiski innin distal ugiski
yaye takuranslrlt Onlemak lon Gereklidir. lonenuru distal uundan ug kortyuctry hktketlic kikern. Ion. kiH,, agn vs ignenin uygun pekilde
tokildiltnan orIn olur. Luer kilit dosasumrna ogin vs proksairn luni iled-grin 0ali~t~ara, tgnenin dIsa ugle. n gun mikilds ifsedirioni gIIsI
sleek gWzlmi erin Cou6nOll yory i ineninlingd geklannesins yardemct olur, ancak oekilmney her zarnan Cdze do konikl ulkodn
Not Alet] esneurnsytn g UnkOI esntmse t~no taklmannusunluounun dsftimsI nopro oWoIir

2. Oucan pozisayonda InsI kifitlennek ion mpeisia tuene. tutmak soerie aaulsroytna ksaar harkslp basn ye aidmndan Dvi I., tet oLaak
btriomteye badar yavspa soot yanondse gvirin.

3. Kabul edilen tibbi metotlans ksulanaralk lon laklmnlnnu havasinm enjekslyoS nsaddesiylo lanin.
4. Erdosisopa yedielsinnsden Once inonein Ismasnnu pekidondon emnln oain,
5. Onaylanan NbOW usanlklerl kullanarak istenton sonuqlar olds odfifmne kea uyun nmaddoylo enjekslyona devon, edia.
6. Biv snjesksn yerlndsn ditedne gegerken, muliozyi ye sndosop U.ravnfeerhasandan korumok Io g ein (sum ktia 9ekintres tavsiye edilr.
- [gnoyl sndoskcplon gikostrrken, hBSIsnmn ye helcimsin yeralonamasni ongollemek1 vs endoskopu alas, bir hammare korunsk knign (yl kilifrs

taramnit Petkin.

% rOmOn Attlrimsi:
KUSIan a soursa Ur ns oailo btr biyeloik table .1ousurmablr Kabul edilml8 tubbl uyguanlamalr vs 31kenled.Mkl gif yas to
duozenirnedew uygun olarak kullanirs ye eonr.

Yayin'Tarlih: Elamn 2008

Eu tafenatlnn, yayin vey roviyon sarilt kutanicinin bigisine sunulm~uptur. Bu tarih lie Oran kull2anhn arasinda ad yll gegral obters. beilie., Wieulnic 8R
bfr bilgiult' novou otup olmadiefini betlfrionnk Oin US Es~doscopsyiy aranmehidir.

Utereg..,edcioegedivnnsS US End s onl.Wee, n..rndeideln, olouters m -einv~y "imrsi~s suua W.nam r MD atlent s. sdklsMan orabne
bralditr etsUS Erduarappyrdn VW nrerkol~eni.

Eu lean venrya kuilaiem,, AS3D patent numarasi 6,5656847 iryaninca konrtart allindadtr,
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Ii1 4iSJAft:
* 15 ugA~e UIArn*01 tf q£~ sIMIF~1g 14J 02~7l0f Pl~i)M AW51 flL4C. LE_ LV4 4f101 JAB 271)9

qW. TV9. !N0I~J El#01 91'1 lIMO #261O AlIiJ~~ TWO4. LAJ492t 97 2A) 1104 CISY lt lglMA VLIst!01

US EndoscPY ZM ORH ~AI2.
* A47I0I Eaff, *4I2 @ttOI WZ!, ?I#0~ 4§JXI OltiA1?.
*L e;LAP2Ik 2.8mm 0"I~ LUM4 A0NIZ *lfwl4.

* CatLocke 4L7I Li& 9E(EI9I q~i~jE fl#1A01k]~7Ifl Al§tski 0[JAI2. ~A[7'I4U 'lL A[J1 _q-) E4 -&HI0AI 7[a

W 1Jw*l4. Oltj19 MMIlf0 o. 2X 092008"X 1122J Ztilp)wP ulr0I We airnoflA] MASjI ~2E 4?JU 4-ii DERq 171

NU 41 M0 I Cl WA .?E VL4CI. #AM§ 4I9M 08t OIL V T-k!71(2 IMS 0! 8iV ~Z 13M ,0l RAI LqM- efis)

* VarI.Saie-
h

iFAf} 01S:9*1)1i2] 016 1I?IJ * LIA19 2VNi~AiM 4S2) lgIR9ANLi e3AEA1zI ORJ$42. 0)V711 #21 4A17171 %l2

eA 0 1OMt 4- ,2 V'IiX~V40.
* Cr ZFAIMt5 lalsorol 7Ul§SF01Ait 2YIVLA1:. I- ,.f 7171G M*4E1. 4g. Ale M_±4 PlIffi 44911t '1V. 91A~ %L

113 92!E I Aff6401 CHNO LN'?l 642AS M4ol VILC1

* IFU(.4§ -J2A1)0I RVE 17MYI Sodium lmontuale, Sodium Tetrdecylsulfath,. Ellvyolamln Oleata, Epineplvfna. MMt, Polldoanol,

Etianol. Sotrdool, Absolute AiCohol, India Ink, Hypertonic Salino 92 Slainin Medio9f 2Ie 91010 4f 9 a~k~ ezlO
* itf. Ved-sale- 2M14'R 1* V 00711818, 007118199 01 0711820)t: Tramcifolone(K~enolog)3011 itJ ~, flVOV~9OLl4l. 1

±T121ktYe "t.i SxI PI22M. A4&tFxl OWtAIR.

aCart-Locke and Miculalor" ;M717(4S Yj 00711811.050711803. 00711804. 0071180? ¶110071808fr! PeniaxModel90 serie

High Delinlto 41LiIAI~2i AfijEIzI BiX)9, Cart-Lck. oAF71(XI§3 Vd 00711813)t PonlxIVModel 90 A121l High Deilnilion

AS§ XIII:
8. (a)Artcuator" 9.2 CeA.ocike ~FA}7[ i§ )4'l Wgi40lAl Y& 011 _Mtlt.4 X47A11iQ E4V IftJf 9WflO EI4A

Ulkj~0I l~ #±94 2IEJOI VltNPA _t2tXI LOMt?'L~} Afl1OI lItt'2 "se 11lkoI 1491V 0 UR0 R I L4IP. =2iTh,

(b) IJOiI UAX 4]CatLceJ'I4:tOXI III ?4#. al~lUqJEOlO$t11071jfl &

(c)Var-SIS~. A47 S: 01 zF47'l 2 4'1If IFvge #4*8J08 y2~- tt010 tS}WLA. 01'!E WIEF taVJI !A}7l UEOI

142lo] ?21.tl 0 l. V 001 VELI1 6Y*Inl *222 e 4 94fOIAI MmV.X0U4017 92P2V01 PI1UV7 L42~X *411 4

V012164i.. 0192 ~AW#f HRRI $--11# 0 RO £0 1.Cl4C. 22L$;421 640W &EH l & S0 C 1261A

47: 87171* 19OI2 447191.0F4 'WI'I YTJ 49271 IM201 b~Il P12IE$.
9. 244215 4I2R LFO- 64EII 219tfi210, 291i-001005210019 2TOJ 1l181S "VJXjI * F CII. 2)1M 0017i, &tl JlltrW GWAX4

-224 *O0 10 4 l'9%W#20 titqb] 0W~4

10. §S61t 24'1sI2-1 UR §8449 Jal 04f1AJt610 2.0471 G§21O44i 27ID ±XIUL]C$.

11. L9 71711 LMA190i tt64721 7)90) 4I~I *911fffil#flffXI SI21flct tiLdW.

12. ?A6F 11210 920 dM*XI 2IfJ 109 719fr AFOSIAI qlIP 014021 020Uf 744UL1E1

13. aWRI sJ MANN 1IOIIL %AI #1*10 orrm. 1012) LMA4DI J'Ao I 06491 &£~~l .2094194 46JA4~]A1 -,S4E*~ t~
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Use By §2Sterilized by Ethylene Oxide TRIE E
Dale flmtte dullilsation Slddfls6 par ecxpoition A I oxye datnhytine
Zu raverwendeVbS Stexfisiert not Etisylenoidd
Usar. Soli Stenizzato con, assido di callr
Faeh do coducddad Esterilizono con dzxldo do etleno
Va1tidade Eslenitiado por oxdeo da etReo
Udfltebd:lo Slerhtisetfit med ethylernoxdd
Ullersie gebmikstdatumn Gesterffiseerd met ethyleenoxide,
Son Kullanmoa Triredl Elilen Cksaile ltoritte edilrmiptir

Contents QNon-SterileNO-TRL
Centenu Non sturto
finhalt Unstral
Contanuto Non Sterle

Contenido No estitnil
Contoudo Nan polaril
lndh old Ikke-sleril
Inhoto NEt Wostere
Ivtnrdeliler Steri defrldir

auffil u141

Reference R FSingle Use Only
Ritfknen. R F Usage unitue
Referenzo"ume, Nu, zumn olamallgen Gebrauc
Relerenda Solo per ua singolo
Referendia UR Solo use
Refeninda Acoras pra. turns eunica ulifizo;Co
K~atalognru. Kun Ul engangabrug.
Referentie Veer conmallg gebruilk
Referens Tek koilar uitkir

Lot _____Do Not Re-Sterilize
Lot LOT NO pases rcliliser
Charge Nicht erneul sterilislrene
Lotlo Non rsteriliziare

Late Nfforeneserrtiza,

Lot-nuounmer Mh the resterilisene

Lot Yonerie Sterilize elmcoyln

Date of Manufacture nLatex Free
Dale de fabficatIOn Sans Latex
H-erstelfungsdatlum Latexfnci
Data di produtioxie Senze lattice
Fech" do tabdcacidn Sin file.
Data de fbdwc S.. Ileus
Farenatillingedato Latex-fri
Productledaiurn LatoxvrM
fretalb Terihi Lateka icomiez

Length - I Read Instructiorts prior to using this product

Longuour Li.1.reteintructlons avant dutilser to p=.dit
Lange Gebraucthsezweisung toachiern
Luxghe=z Loggiere Ies it~izortl turns dtetruso
Lor-ghud Leer les instruccitnes anies de user .1 products
Compximentlo Le, as inlrp6es, antics de uftia Sexe produfto
Loungde Las. brugsanvutsnixgen, inden De bugnder at onvende produkdet
Loongop- Lees de instructics, vorcafganand man hte gatbruik, ve dit product
Unxntuk B. Orfn utanm)ieadunane Onc erttmltartyok

Ws73e Re~. C
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Authorized Representatve in the European
Community For use wIt h Olympus active cord
Repransentol agogr dons [a Coainmwaul euwopienre A utiliser avec le cordon acdf Olympus
Autorisierter Roprasenleant in dor Eump dischen Union Zur Venvrdung mi[ Olympus-Aktivl[e
Rappresontinte ;uirzato nails Cmnulonie Eurmpes Da mare con dIl Olympus
Reprosentante autoiszado en la Cormunldad Europes User con el cable active de Olympus
Rapresenlarle Aulorbado na Comunidade Eumpeia Para u1llzas§io cornm o o ieavo Olympus
Refraisentanl I EU Anyandes med Olympus aktv ledting
Edendo verlegern'wordiger in d Eun:opese Gemeenschep Veor gObruik met de actieo Olympus-kbiel
Avrupa Birtdfi Yeklui TeMskiri Olympus akfif kablosuyla kullranllr

# V 3`1*'L4Ii21 v- V IA Olympus *qlut -~EOIPi MS

Store at controlled omor n Impef"atur, For use with Microvlaive active Cord
Conse...r ve temperature ambisnce contrilde A ullinser avec le cordon actif Microvasive
Lageruni be)kenltrollieder Zimrmeernwetltr Zr venvenung min Mlcrovasive-A MtivliSt
Conseryare a lemperaturi anlieato conbtolbtl Da usare con fit. Microvosgi
Almacener a temperature emblfente Usi con el cable ectivo de Micnovosive
Conseaar a temperature ambinthe cenmloda Pm utilizagao cr a Io acivo MjcrovosIve
Opbcvros ved stuotempertur Anyendes med Microvasive aktiv ledning
Bewaren b- constante kaonedtemperatuur VoO, gobrulk met de active Microeasive -kabel
Kontrol ediler ode stcalkrinda sakiaym Micrvasive akilf kSablosuyla kullnli,

I.D. O.D.
Dl. Dj.E.
innendurchmosser Auiendurchmesseo
DI. D.E.
DI. DE.
D.I, D.E.
Indvendig diameter Udoerdig diameter
Inwendige diameter Uilwrendige diameter
I§ (Cap DS, {~ep

Do not use if packaging or product damage is evident For sterfile products only, contents a. sterile If package Fe
unopened and undamatied.

Ne pas unisr r I'emballago ofi Ir p rodut o nece un donmnge quenue apparen Pour los produls scdriles unIquemeni. le contenu
es[ Strilf si ombollage n'est Ni ouverl. ni ewdommeg.

Worn die Verp., kurg geptibet o dor bescfagt it dart das Produkt rch voi..endet wardoe FOr staleo Produkle gill, doss ter Inhatt sledlIs[, wore 1 die
Verpackung ungettinet und onbeschidigi i1t.

No, usaes sod danno alla contealonn o at peodolo evideito Solo peril prodollo sterle. c ctontenlc 6 solrlde se Ia conloeJone & inlalla a elgilla.l
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US Endoscopy I h iestsls
US Endoscopy offers a ine of sophisticated devices for Injection therapy and hemnoslass procedures. Our
exclusive Carr-Locke Injection Needle is designed to operate in the most artculated conditions, including side-
viewng duodenoscopes. Both the Carr-Locke and the ARTICULATORU- Injection Needle fealure a stainless
steel sheath protecting against inadvertent needle pertoration of the sheath.

Canr4ocke Injection needle

Ce'r-l.oc:ke mjeclion n~edie
Designed to actmere futl dept entl m erIremirely > ~ 

c'

snCMicu d condmlors. $he Ca'-LOCke needle is prattial P>> _ L.
eno, to.J~ use aorer an degedt wet every lIa.

00711811 place order
Car-L',ck~
25 "L~eis.~ Jr W e4(1W ~ $rr.11e 5.eed e tojkr

Carr-Locke - injection needle Marketing Material
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CARR-LOCKE Injection Needle usondoscopy

The Carr-Locke Injection Needle is the next generation injection needle developed by US
Endoscopy. While it is ideal for use in EGD and colonosGopy, it is the onlY need/s spoec'f-
cally desgned fror use? through side-vl'wlng duodenoscopes. The Carr-Locke injection
needle is designed to withstand the most tortuous of conditions, including activation of the
elevator mechanism through a side-viewing duodenoscope. It features a high quality stain-
less steel sheath, and performs consistently and precisely to meet all your endoscopic
needs. This premium device minimizes the kinking and needle perforations associated
with plastic needles that can compromise patient safety, and often result in scope damage
and use of additional products to finish the procedure (ultimately increasing time and de-
vice costs). The benefits of the Carr-Locke needle clearly outweigh the risks and costs
associated with competitive injection needles, and make it the top choice of leading

endoscopists worldwide.

US Potent No, 6,666.847

* Stainless steel sheath
Minimizes problems associated with kinking and
needle perforation

U Smooth metal distal hub
Gentle on triable tissue, glides smoothly through
biopsy channel and ideal for emergency
tamponade situations

* Radlopaque tip and shaft
Confirms positioning during ERCP procedures

* Universal 230 cm lengthus ndoscoP pyIdeal for use in EGD, EROP and colonosop
procedures

* Spring loaded handle
5976 H-alSlsy Road, mentor, Ohio 440E0 Allows rapid and reliable projection and retraction

cia (440)639-4404 ' F.x (440) SSQ-4495 of needle during injection therapy
cnSts(800) 769-826 N Disposable

Eir t~u*O~~ii~rnwn&~Op~ictfl Minimizes the risk of cross contamination

Garr-Lacke - injection needle Marketing Material
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CARR-LOCKE Injection Needle us ndoopy

ORDERING
INFORMATION
800-769-8226

MW~~~~~~~~~~~~~~~~~~'

_Injection Needle [IJb

The IDEAL injection needle for EGD, ERCP and Colonoscopy procedures.

Carr-Locke - injection needle Marketing Material
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iSnare - Injection therapy & polypetomy system
iSnare" -syslbme de polypectomie et tlhraple par injection
ISnare" - Injekdonslheraple und Polypektomlesystem
iSnare' -sislema dl terapia per iniezione e polipectomula
iSnare' -tratamiento con Inyeccl6n y sistema de poilpectomla
ISnare' -sistema de pollpectomia e terapia de Injecco
ISnare" -InJektlonslerapi- og polypektomisystem
lSnare' - systeem voor InJectletheraple an polypectomle
iSnare"

4
- enjekslyon teraplse ve polipeldoml sisteml
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iSnareTM - Injection therapy & polypectomy system Outer Packaging Pouch
Labels
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us ndoscopy

iSnareTM - injection therapy and polypectomy system
iSnares -systemne de polypectomie et thdrapie par injection Reorder No. 00711085 (23ga)
iSnare m -Injektionstherapie und Polypektomiesystem Reorder No. 00711085 (25ga)
Snare"- sistema di terapia per iniezione a polipectinia

iSnare" -tratamiento con inyecdi6n y sistema de polipectomia
iSnare" - sistema de pol[pectania e temple de injeiAo
Snare" -injektionsterapi- og polypektomisystem
iSnare" - systeem voor injectetherapie en potypectomie
SnareW - enjeksiyon terapisi ve polipektomi sistemi

INSTRUCTIONS FOR USE
Instructions d'utifisation
Gebrauchsanweisung
Istruzioni per ruso
Instrucciones de uso
Instruc6es de Utiliza~to
Brugsanvisning
Gebruiksaanwijzing
Kulamnim taflmattan

us ndoscopy

5970 Hrelsey ooad
Mentor OH d.,1I0'

phone .A40/639.4194
.1401/ 639.41495

cu.stoms'sev,.oe Sf / 769.8226

werjser copycorn' C E 0086
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Intended Use:
The iSnare' -injection therapy and polypectomy system is a 30rmm, dual lumen device providing both needle
injection and monopalar elactrocautery polypectomy snare capability within a single sheathed device. The device
is indicated for the injection of media for sub-mucosal lift of polyps or other mucosal lesions within the
gastrointestinal tract using direct visualization through a flexible front viewing endoscope prior to electrosurgical
excision arid for the infusion of fluid for clearing the field of view, applying dye spray, clot removal, injection of
hemostatic agents to control post polypectomy bleeding. and tattooing of sites for future surveillance or surgical
purposes. The dual lumen device provides the user freedom from insfa-procedural accessory device exchange
during endoscopic gastrointestinal procedures. This device is compatible with Olympus9 style active cords.

Warnings and precautions:
* Encloscopic procedures should only be performed by persons having adequate training and familiarity with

endoscopic lechniques
* Consult the medical literature relative to complications, hazards and techniques prior to the performance of any

endoscopic procedure.
* The black distal tip of the needle sheath is designed to enhance needle performance. Do not tamper with the

tipido not attempt to remove.
* This device is not designed for use in a side viewing duodenoscope.
* Short strokes, l'1.5' (2.5cm -3.8cm) in length, are recommended throughout device passage to avoid sheath

kinking.
* Insertion and extraction forces during passage and withdrawal or the device through the endoscope's accessory

channel will be greater in a 3.2 mm channel compared to the forces experienced in 3.7mm or larger channel
diameter due to the 3.0mm diameter of the device's sheath.

* The user may additionally experience moderate resistance in device passage through the endoscope's channel
based on intraprocedural scope configuration.

* The user may note a "heavier feel" when retracting the snare's handle/closing the snare loop around the desired
tissue due to dual device/lumen presence within one sheath.

* Due to the large (3.0 mm) diameter of this device, the lid of the biopsy valve should be uncapped prior to channel
passage to prevent excessive resistance that may cause the device's sheath to kink.
If using a US Endoscopy BioShield irrigator (product #f00711133 or g0071137, biopsy valve with remote
irigaton line) be aware that irrigation through the remote irrigation line should not be performed with the biopsy
valve's lid open: doing so wi[ cause fluid to leak from the valve.

* A thorough understanding of the technical prirndples of diathermic energy, as well as clinical applications and
associated risks is necessary before using this device.

* To ensure patient safety. inspection of the active cord and the electrosurgical generator, as well as knowledge of
proper settings and use must precede use of this device.

* Consult the electrosurgical generator manufacturer's instruction booklet for proper settings and use of the active
cord and the generator.

* Care must be exercised when using electrocautery instruments to minimize the rsk of patient injury. Safe and
effective cautery is dependent on factors under the control of the user, as well as equipment design and its
adequate Inspection and maintenance.

* In order to ensure that the insulating properties of the device are not compromised, do not exceed the maximum
rated recurring peak voltage stated for each high frequency mode (see chart below).

I Hinh Frequency Mode Maximum Rated Recurring Peak Voltage
Cut 1200 Volts
Coagulation Burst 2100 Volts
Coagulation Spr a y 5000 Volts

* Polypectomy should not be attempted unless proficiency in technique has been developed by the clinician.
* The corect method of polyp transection will depend upon the size of the polyp, as Well as the type of polyp

(e.g. pedunculated or sessile).
* Polypectomy procedures have been associated with complications such as burning or perforation of the

intestinal wall.

0107311 lBe~w. i aogo
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* The gnars should be fully rtraated Into the sheath during use of the Injection needle to prevent
Inedvetent Injury to the muoun.

* Endoscopic needle injection should not be attempted unless proficiency in technique has been developed by the
ciinician.

* The injection needle is compatible with the following medicinal substances and solutions: Sodium Morrhuate.
Sodium Teraedecylsaufate, Ethynotamine Oleate. Epinephvine, BotX, Polddocanol, Ethanol, Sonradecol, Absolute
Alcohol, India laK Hypertonic Saline. and Stamning Media. The compatibility of other substances has no! been
venfied and therefore should not be attempted.

* Do not attempt to actuate this device with te sheath in a straightened position. The injection needle has been
engineered and manufactured with a specific fpreload that is necessary to assure a full projection and full
retraction of the needle from the barb stop when in tortuous configurations. If the device is actuated with the
sheath in a straightened position, the pretoaoF may cause the needle's inner catheter to collapse and not allow
fo aduate injection.

* Do not stretch the device because stretching may alter needle projection length.
* When handling this device, alwvays be aware of the device's distal tip and visually confirm that the needle is fully

retracted Into the sheath to minimize the risk of accidental injury to the patient or cinhictan.
* The needle should be fully retracted Into the sheath during use of the snare to prevent Inadvertent injury

to the mumosa.
* This disposable medical device is not intended for rouse. Any institution, practitioner. or third party who

reprocesses, refurbishes. remanufactures. resterilizes and or reuses this disposable medical device must bear
full responsibility for its safety and effectiveness.

Contraindications:
Contradndicatons include those specific to any endoscopic procedure, use of electrocautery. uncooperative patients, and
patients with coagul:opathy. Consultation with appropriate medical personnel regarding use of this device in patients with
a pacemaker or AICD device is the responsibility of the user.

The iSnare - injection therapy and polypectomy system is a dual handle device. Manipulation of the needle and/or snare
Is achieved using independent handle contrals. The device is shipped in a prepackaged position with the polypecthony
sare loop deployed and the injection needle retracted. The dIlathermic finger ring handle controls the snare loop. The
luer lock handle controls the injection needle

Pre-lUee Instructions:
Pror to cilnical use you should familiarize yourself with the device,

1. Read the instructions for Use' and review the diagrams.
2. Open the stetle package and visually Inspect the device, If damage is evident do not use the device.
3. The black distal tip of the needle sheath is designed to enhance needle performance. Do not tamper With the hip/do

not attempt to renove.
4. Gently release and remove the banding straps that secure the devic.
5. Uncoil the entire device. Do not attempt to manipulate the device handles until after the sheath has been carefully

uncotled and you are draping the device in a 'U' shaped configuration, holding the proximal device end in one hand,
and the distal device end in the opposite hand.

6. WMt, the device in this position, retract the finger ring handle to withdraw the polypectomy snare loop back into its
protecttve sheath.

7. To actuate the injection needle, advance and release the proximal luer lock handle and visually observe the needle
proacjting and retracting frnm the distal end of the device. The spring loaded handle assists in needle retraction, but
visual observation of full needle retraction is always recommended in order to minimize the risk of damage to the
endoscope or accidental injury to the patient or clinician.

8. 00 NOT STRETCH THE DEVICE BECAUSE STRETCHING MAY ALTER NEEDLE PROJECTION LENGTH.
9. Due to the large (3.0 mm) diameter of this device. the lid of the biopsy vatve should be uncepped pror to channel

passage to prevent excessive resistance that may caus the devie's sheath to kink.

00C31115t Re- PI/ed3Oe
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Directions for Use
1. Following recommended techniques. perform EGD or Colonoscopy.
2. To prepare the injection needle for use, the needle should be locked in the out position by:

* Gently pressing the proximal luer until it meets the handle luer and then slowly twist dockwise until the
two luars are fully engaged (see Fig. 1; Fig. 1A shows distal tip with needle deployed).

* The needle assembly should then be purged of air with injection media.
* The needle should be unlocked/ retracted into its sheath by gently twisting the proximal luer counter

clockwise until the two luers are fully disengaged (see Fig. 2; Fig, 2A shows distal tip with needle
retracted).

3. Always ensure that the needle is fully retracted prior to inserting the device into the endoscope.
4. To prepare the polypoctomy snare for use - securely attach the Olympus3 style active cord to the device's

diathermic handle. The electrosurgical generator should be set to the proper settings that allow transection of the
polyp with controlled hemostesis. Consult the electrosurgical generator manufacturer's instruction booklet for proper
use of the generator, proper settings, use of the active cord, and the proper application and position of the patient
return electrode.

5. Due to the large (3.0 mm) diameter of this device, uncap the lid of the biopsy valve prior to passage through the
endoscope's accessory channel to prevent excessive resistance that may cause the device's sheath to kink (see
Fig. 3).

6. After endoscopic identification of the desired injection site, pass the device through the accessory channel of the
endoscope and proceed with injection of appropriate media using approved medical techniques until desired results
are accomplished.

7. The needle should then be released and fully retracted back into its sheath. Visual observation of full needle
retrackion is always recommended in order to minimize the risk of damage to the endoscope or accidental injury to
the patient or clinician.

B. Open the snare loop by advancing the finger ring handle until it stops. Confirm that the snare loop is fully open via
endoscopic observation (see Fig. 4).

9. Position the snare loop and transect the polyp using proper surgical technique.
10. Once the polyp has been satisfactorily transected, the polyp fragment (s) should be removed and the specimen (s)

prepared according to standard technique for histologic evaluation.
It. When removing the device from the endoscope, ensure that the snare loop as well as the needle is fully retracted

into the device sheath in order to minimize the risk of damage to the device and the endoscope, or injury to the
patient and the clinician (see Fig,5).

Product Disposal:
After use, this product may be a potential biohazard. Handle and dispose of in accordance with accepted
medical practice and applicable local, state and federal laws and regulations.

Issued Date: July 2007

Warning:
An issued or revision date for these instructions Is Included for the user's information. In the event that two years have
elapsed between this date and product use, the user should contact US Endoscopy to determine if additional information
is available.

LIUtnling...and deliyoring *louUton., the US Endoscopy rteing...nd deilvering sdlons. desigrn. an~d .li rna.t denoted with & .e
with the U.S. Patenl end Tradernsrk Office, or trademaor' owned by US Endoscopy

otympuss e regiiee hedesnr Olympus OptIcat Co., Lid.

Made in thes U.S.A.
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Explanation of symbols used on Labels and Instructions for Use

Use By Sterilized by Ethylene Oxide STERILE-EO

Contents Non-Sterile

Reference HE F~ ~ ~~~~ Single Use Only (Reference rEF

Lot LOT Do Not Re-Sterilize ( )

Date of Manufacture Latex Free

Length Re- --j Road Instructions prior to using this product A

REP~~~~~~~~~E
For use with Olympuso active cord

Authorized Representative in the European Community

Store at controlled room temperature For use with Microvasive
5

active Cord

ID. 0 .0.0

Do not use if packaging or product tinage is evidenL For sterile products only, contents are sterile if package is
unopened and undamaged.

Rx Only (U.S.A.)

Federal law (U.S.A.) restricts this device to sale, distribution and use by or on the order of a physician.

O7311 18 Roy I Pge I ofB
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Injection therapy and polypectomy all-in-one..
US Endoscopy s proud to htroduce the Snaret - a unique, mul tirctone Instrnent combkig !I
Wiectlon neede end Wpolyptcmy saere techhcogiea. -TM df cntl device nabea poWpeC<
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durtui W ~r or dfadt sal , aseed popectorny Cases

The Snares uniqu deson...
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pr£oec.n an reracton

* bcorporatessa ftrnhir handle configtnor, r easy
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ofcontrol
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For more Inforntion on the ISnarm, contact US Endoscopy today. u oPY
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

PROPOSED LABELING AND MARKETING STATEMENTS

List of Proposed Labels and Labeling as well as Marketing Statements
Description Page Number

Labels
ERBELIFT Tm Hand Pump

Outer Packaging Carton Label V-30
ERBELIFT Tm Flexible Probe

Outer Packaging Pouch Label IV-30
Outer Packaging Carton Label V- 31
Outer Packaging Case Label V-31

Labeling
Instructions On Use V-32 to V-33

Marketing Statements
Marketing Statements/Claims V-34 to V-35

V-29

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

U_ 7912-1001 LO'T] NSXXXX-XXX

ERBELIFT TM Hand Pump

Reusable
CONSULT Cauton: Federat law (USA) reslibts
[qtli Uni$, this device to sate by or on tho order
FeR USE or a physician

ERBE IL
Distributed By:
ERBE USA, Inc. QUANTITY:
2225 Northwest Parkway One (1)
Marietta, GA 30067 LtTz52o9e00 0109

ERBELIFTTM Hand Pump Outer Packaging Carton Label

REF uffl IU! LU Lu.EAT 7912-1002 i o M c
CAT. m1 Y fY m

________________STERILIZED USING IULl LId WUL LIi
jSTERILE Eoi ETHYLENEOXIDE

ERBELIFT'" Flexible Probe. X
O.D. 1.3 mm x L. 2.6mn ICUUMMEVKL LOT TXXX-XX1<6) OUIUF~F FL7TSTXXXX-XXX >

-11-1 isan, EXIRO1tIXXX- X < >X<XX X
,.m~olc,.~ opium. OYXX X X X X

09 .y) C., (.,

CoUiwr Felderl law USA) leatrio hs [hdei tIo sale by or on the e etl f a physic
j
i

a

0\ 0\ 04 0St.,on, r.itgua..teed ,pakag. h..a beeop.e.n or d.aad, C 0 CD CD

CDJ CD! CN CD

ERBE Em-
ofistribuled By: ~~~~~~~~QUANTITY.

ERBE USA, Inc. One (I)
2225 Northwest Parkwvay
Maeta, GA 30067 L 1T5205 1/09

ERBELIFT Flexible Probe Outer Packaging Pouch Label
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

REF
EAT 7912-1002

STERILIZED USING
STE~~jETHYLENE OXIDE

ERBELIFTTh Flexible Probe,
O.D. 1.3 mmx L. 2.6m

LOT STXXXX-XXX
T DONHOTRESTEglLIZE E

IsTRUCTIONS EXPIRATION XXXXXX
FOR USE DATE

Caution: Federal law (USA) restdcts Ihis device to sale by or onE R B E the order of a physician
Distributed By Sterihty not guaranteed if package has been opened or damaged
Distributed By:
ERBE USA, Inc. QUANTITY:

2225 Northwest Parkway Five(S)
Marietta, GA 30067 LW5206W 01109

ERBELIFTTM Flexible Probe Outer Packaging Carton Label

;AT. 7912-1002
STERILE I EO]I STERILIZED USING

ETHYLENE OXIDE
ERBELIFT'" Flexible Probe,
OD. 1.3 mm x L. 2.6m ® SIGLEUSEONLY LTSTXXXX-XXX

DO NOT RESTERILIZE

CONSULT
Ill INSTRUCTIONS EXPIRATION
FOR USE DATE XXXXXX

caution: Federal law (USA) restricts this device to sale by or on [I iE R B E ~ ~~~~~~~the order of a physician 080

Sterility not guaranteed if package has been opened or damaged.
Distributed By:KW
ERBE USA, Inc. QUANTITY:

2225 Northwest Parkway Eighty (80)

Marietta, GA 30067 T52O7/oo 02109

ERBELIFT Flexible Probe Outer Packaging Case Label
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

ERBELIFTTM Instruction For Use
Hand Pump and Flexible Probe

Cautlonl Federal law restricts this device to sale by or on the order of a physician.

Hand Pump, No. 7912-1001
Reusable Pump that is loaded with a sterile normal saline-filled syringe which
connects to a Flexible Probe (Note: The Hand Pump can be used for 100
procedures).

Flexible Probe, No. 7912-1002
Single use Probe that connect~ to a sterile normal saline-filled syringe that is loaded
into a Hand Pump.

Accessories Needed but Not Provided
Normal Sterile Saline
Syringe Type: DeRoyal Medical Products, 10 ml Male Luer Lock Ring and Finger
Rings (3 Rings) Control Syringe, Product Number 77-712391. An 8 ml size can also
be used (Product Number 77-400391).

Note: The working channel of the endoscope must have a diameter larger than 1.5
Mm.

Safety Instructions
WARNINGS

The products may only be used by medical personnel who have been trained per
these instructions.

Hand Pump
Clean/Disinfect the Hand Pump prior to using the device the first time and before
every subsequent use. Before each use, check that the product is intact. Verify that
there are no signs of physical damage. If damaged, do not use this product. Protect
this product from any form of mechanical damage.

Flexible Probe
Sterility is not guaranteed if the package has been opened or damaged. Discard If
the package is damaged, An expiration date is printed on the packaging of the
device. Do not use any product beyond its expiration date. When using the device
clinically (within a patient), do not puncture the mucosa with the Probe's tip. Dispose
of the product after use. The device is only intended to be used once. Do not re-
sterilize.

Byrne Medical, Inc. expressly warns against modifying the products. Any
modification exempts Byrne Medical, Inc. from any and all liability.

Intended use

The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline into the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

LIT/5209W00 01109
Pag, I or 2

ERBELIFT TM Hand Pump and Flexible Probe Instructions For Use Page 1
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

How to use

1. Prior to use, clean and disinfect the Hand Pump by wiping with water and a
hospital grade disinfectant. Follow the manufacturers instructions for using the
disinfectant.

2. Pull back the plunger of the Hand Pump,

3. Using accepted medical methods, open the packaging of the syringe and fill it
with sterile normal saline.

4. Use aseptic techniques to open the pouch of
the Flexible Probe and remove the Probe
from its protective sheath (i.e. hoop).

Note: Ensure that the Probe's integrity is not compromised throughout its use.

5. Connect the Probe's hub luer to the syringe.
Ensure that the connection Is secure.

6. Load the syringe into the barrel of the Hand
Pump at the three (3) connection points.

Connection Points

7. Using accepted medical methods, squeeze the trigger of the Hand Pump to
purge the attached Flexible Probe of air with the normal saline (i.e. purge the
Probe.).

8. When needed, place the distal end of the Flexible Probe down the working
channel of the endoscope. Under direct visualization, place the Probe's tip
against the target tissue where a submucosal lift is desired (Note: Do not
puncture the mucosa with the Probe's tip.).

9. To create the desired lift, squeeze the handle in a controlled manner while
viewing the cushion formation. Create other lifts as desired.

10.After use, remove the Flexible Probe from the endoscope. The Probe may be a
potential biohazard. Therefore, handle and dispose of the Probe in accordance
with accepted medical practices as well as with local, state and federal
regulations. Finally, clean and disinfect the Hand Pump by wiping with water and
a hospital grade disinfectant. Follow the manufacturers instructions for using the
disinfectant.

ERBErES
USA h 2W Atfllh P.. ' e, S

Fu MN.: 770-165.257

Maufacturec Byrne Medical; 3150 Pollok Drive; Conroe. TX 77303 0hW 01lPag. 2 2

ERBELIFTTm Hand Pump and Flexible Probe Instructions For Use Page 2
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFTTM Hand Pump and Flexible Probe

Marketing Statements/Claims

* The ERBELIFT TM Hand Pump and Flexible Probe produces submucosal
elevations as traditional needle-injection systems.

* Easy to use devices.

* An easier and less demanding method of generating force to drive the fluid
into the submucosa.

* Needle-less submucosal elevation.

* No mechanical trauma of using a needle, need to find the submucosal plane
with a needle, or perforation with a needle.

• Hand Pump

o Ergonomic Pistol Grip Design:

• Supports natural wrist posture i position.

* Intuitive hand placement.

* Ambidextrous operation.

* Form and dimensions to accommodate both the female or male
user's anthropometric hand specifications.

* Center of gravity passes through the grip of the handle of the
grasping hand, minimizing fatigue.

• Curved handle design to avoid compressive forces against the
soft tissue of the hand1 .

* Non-slip materials support the effective grip between the wet,
gloved hands and the pump.

o Comfortable, One Hand Activation:

* Easy operation due to less gripping force compared to an in-line
tool handle or motion (e.g. force applied to syringe connected to
an injection needle) 2.

* The separation length of the trigger to the handle base allows
either a male for female user to wrap up to four fingers around the
trigger and maximize their grip pull strength 3.
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Byrne Medical Incorporated CONFIDENTIAL
Traditional 510(k): ERBELIFT Tm Hand Pump and Flexible Probe

L

• The length and shape of the trigger allows either a male for
female user to comfortably wrap up to four fingers around the
trigger to minimize discomfort during multiple activations.

• The user can easily control when to immediately stop and / or to
reinitiate the flow due to the mechanical drive mechanism per pull
/ activation.

o Easy to monitor fluid volume from the mounted control syringe since
each activation (trigger pull) delivers a quantified output.

*Flexible Probe

o Connecting hub with standard luer lock that is winged which allows easy
connection to the syringe, especially with wet gloves.

o Small outer diameter tubing which is compatibility with a large range of
flexible endoscope working channel sizes.

o Smooth but sturdy tubing allows for easy insertion in a scope as well
as removal from a scope.

o In larger working channel scopes, the Probe maybe able to be passed
down alongside another instrument.

o There is no needle to cause damage to the channel of the scope.

1http://www.advancedergonomics.com/product/tools.htm

2 http://www,aprabilitvyroiect.org/assistivetech/tips/handtools.cfm

http://www.ccohs.ca/oshanswers/erponomics/handtools/tooldesign.tltmI
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Food and Drug Administration(1 4 ~~~~~~~~~~~~~~~~~~~~~~~~~~~Office of Device Evaluation &
COVER SHEET MEMORANDUM ~~~~~~~~~~~~~Office of In Vitro Diagnostics

~rcam Reviewer Name "

Subject: 510(k) Number 7)Zc1 at 0 5
To: The Record

Please list CTS decision code _______

E Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
hftto:/eroom.fda-aov/eRoomReo/Files/CDRH3/CDRHPremarketNotifilation5l OkProoram/0 5631lScreeninp%2OChecklist%207%
202%2007.doc)

fl Hold (Additional Information or Telephone Hold).
E 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 Atc F

51 0(k) Summary /510(k) Statement Attach Summrnay

Truthful and Accurate Statement. Mutb reetfr- ia Dcso

Is the device Class Ill?
If yes, does firm include Class Ill Summary? Must be present forea Final Decision
Does firm reference standards?

(if yes, please attach form from http://www.fda.pov/oDacom/morechoices/fdaforms/FDA
3654.pdo)

Is this a combination product?
(Please specify category .see
htto://eroom.fda.pov/eRoomRep/Files/CDRH3/CDRHPremarketNotifilation51lOkPropram/G 41 3b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12%os)DOC 

_

Is this a reprocessedsnl s eie
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, htto://www.fdapgov/cdrh/ode/puidance/1 21 6.htmlV

Is this device intended for pediatric use only? _____-

Is this a prescription device? (If both prescription & OTC, check both boxes.)
Did the application include a complee FOMFA374, Certification with Requirements of T
GlinicalTrials.gov Data Bank?
Is clin-ical da-ta -necessa-r-y -to sup-port -th-ere-view -of -this 5 10(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 agec=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (112 years -< 18 years old) V
Transitional Adolescent A (118 - <21 years old) Special considerations are being given to this

grou, dffeentfromaduts ge 21(different device design or testing, different protocol
K procedures, etc.)

.ev. 7/2/07
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Transitional Adolescent B (18 -< 21; No special considerations compared to adults => 21 years
old) ' j

anotechnology ..

Is this device subject to the Tracking Regulation? (Medical Device Tracking I Contact Oc.
Guidance, http://www.fda.qov/cdrh/compl/uidance/169.htm) I

Regulation Number Class* Product Code

Additional Product Codes: 1<~ 2. ~ (*If unclassified, see 510(k) Staff)

Review: [.- 3 Rt) 0O
Branch f) (Branch Code) (Da e)

Final Review: /3
(Divigibn Director) -Date)

/f
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Ave
Document Mail Center- W066-0609
Silver Spring, MD 20993-0002

Date: November 23, 2009 Office: ODE

To: The Record Division/Branch: DRARD/ULDB

From: M. J. Cornelius

510(k) Holder: Byrne Medical, Inc.

Device Name: K092090 ERBELIFT Hand Pump and Flexible Probe
Common Name: Flushing Pump
Contact: Daniel W. Lehtonen, Sr. Staff Engineer - Medical Devices
Email: dan.lehtonen(intertek.com Phone: 937-313-7454

I Purpose and Submission Summary: Byrne Medical, Inc. would like to introduce the
ERBELIFT Hand Pump and Flexible Probe into interstate commerce. This needleless method of
injecting fluids is a new device for Byrne Medical, Inc.

II Indications for Use: The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible.
Probe is indicated for the induction of sterile normal saline in to the submucosa to lift polyps or
other mucosal lesions using direct visualization through a flexible endoscope.

III Administrative Requirements

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

Truthful and Accuracy Statement ,... .. iZ 1Z iZ .. ..... l .. Z L .. ..I..... .. ................ ......
510(k) Summary or 510(k) Statement

Standards Form #3654

Clinical Trials Form

IV Device Description:

* Hand Pump is a gun-shaped component with a handle and a barrel (slot for mounting a syringe)
used for the delivery of pressurized sterile normal saline. It is reusable and delivers approximately
0.75 ml of normal saline per squeeze of the handle. The Hand Pump with the Flexible Probe can
generate pressures in the approximate range of 145 to 650 psi, which correlates to flow rates of 17
to 38 ml/minute. The pressure and flow rate depend upon the number of times the handle is
squeezed.

* The Flexible Probe consists of a handle with a standard Luer lock connection hub and 260 cm
catheter (tubing). Its distal tip is tapered to approximately 0.005" that delivers ajet stream of 120

U
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prn. It is provided as sterile and labeled for single use. The probe is 260 cm in length with an outer
diameter of 1.3 mm and an inner diameter of 0. 120 mm.

* A control syringe (previously cleared under K920135 is intended to be used as an accessory with
the proposed device; however it is not provided with the device.

The proposed system employs a needle-free mechanism that does not puncture the tissue. Instead,

the combination of the force of the saline applied via the Hand Pump! syringe combination and the
placement of the flexible probe enables the saline to be inducted through the tissue and disperse
into the submucosal layer. This process allows the user to achieve their desired polyp lift. The
pressure and flow rate of saline delivery depend upon the speed with which the Hand Pump handle is
squeezed (the more times the users squeezes the handle over a given time the higher the pressure
and flow rate). However, each squeeze of the handle delivers 0.75 ml (approx.) saline, thus the user
has control of how much saline is being delivered.

Is the device life supporting or life sustaining?/

Is the device an implant (implanted longer than 30 days)?/

Does the device design use software?

Is the device sterile? Flexible Probe

Is the device reusable (not reprocessed single use)? Pump/
Are "cleaning" instructions included for the end user? V/

IV. Device Comparison:

Byrne Medical EndloGator TM United States Endloscopy United States Endloscopy
_________________ ~~~~~~Injection Needle K924 102 Injection Needle/Snare K040961

Indications for use The ERBELIFT Hand Pump The U.S. Endoscopy needle is The dual lumen Injector Needle Snare
in conjunction with an indicated for use with flexible is indicated for use with an Olympus
ERBELIFT Flexible Probe is gastroscopes, colonoscopes, or Microvasive active cord for the
indicated for the induction of sigmnoidloscopes, duodenoscopes, injection of media for submucoisal lift
sterile normal saline in the choledochoscopes, of polyps or other mnucosal lesions,
submucosa to lift polyps or nephrofiberscopes and using direct visualization through
other mnucosal polyps or other bronchoscopes for aspiration of flexible through flexible endoscope,
mucosal lesions using direct fluids or tissue and for injection prior to electrosurgical excision and
visualization through a of medications or dyes into tissue. for the infusion of fluid for clearing
flexible endloscope away the field of view, applying dye

spray, clot removal, injection of
hemostatic agents to control post-
polypectorny bleeding, and tattooing
of sites for future surgical purposes.
The dual lumen Injector Needle Snare
is indicated for use with an Olympus
or Microvasive active cord for the
injection of media for submrucosal lift
of polyps or other mucosal lesions,
using direct visualization through
flexible through flexible endloscope,

K092090/A I Erbelift Hand Pump 2 of 6 3
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prior to electrosurgical excision and
for the infusion of fluid for clearing
away the field of view, applying dye
spray, clot removal, injection of
hemostatic agents to control post-
polypectomny bleeding, and tattooing
of sites for future surgical purposes.

Physical Characteristics ___________________

Hand Pump A Gun Shaped Device with a Not Applicable Not Applicable
Handle and a Slot for
mounting a syringe

Needle or Probe Handle with a Standard Luer Handle with a Standard Luer Handle with a Standard Luer Lock
Lock Connection Hub and Lock Connection Hub, Catheter Connection Hub Catheter (Tubing)
Catheter (Tubing) (Tubing) with Extension Needle with Extension Needle and Snare

Working Length 260 cm 230 cm 230 cm
Outer Diameter 1.3 mm 2.5 mm 3.0 mm

Unknown-Dependent on force Unknown-Dependent on force applied
Force/Flow rate 145-160 psi/1 7-3 8 mi/minute applied needle and on pump of needle and on pump of syringe

____ ___ ___ ____ ___ ___ ____ ___ ___ ____ ___ ___ sy rin ge _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

The predicates (KO4O96l and K924102) utilize the force of the fluid (hand pushed from the syringe) through

the needle to lift polyps or other mucosal lesions. For the proposed device with a needle-free system, the
Hand Pump is included to provide the force to the control syringe for inducing the pressurized fluid into the

submucosa to achieve desired lift. This technological characteristic of the proposed device is comparable to

that of the needle-free injection devices orjet injectors Using mechanical compression to force fluid

through a small orifice, these needle-free injection devices can produce high-pressure stream 76 to 360 Urn

in diameter (compared to 810IJm fora 21-gauge needle) that could penetrate the skin and subcutaneous

tissue

VI Labeling: Draft labeling has been provided which includes detailed instructions for use, relevant

warnings and precautions and an appropriate prescription statement as required by CFR 21.807.87 (e).

Reprocessing instructions for the pump are included.

VII Sterilization/Shelf Life/Reuse

1. Sterilant:

a. Sterilization method description ETO
(e §. Steam, EtC, 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 maximum levels of residuals of EO and ethylene chiorhydrin that EC <1mgdvc
remain on the device (note: not to include ethylene glycol residual levelEC 1mgdvc
because the recognized standard, "ANSIIAAMI/ISO 10993-7:1995 Biological
Evaluation of Medical Devices - Part 7: Ethylene Oxide sterilization
residuals," does not include measurement of ethylene glycol residuals):

a ~~2. A description of the Validation Method for the sterilization ANSI/AAMI/ISO 11135-1
W ~~~~cycle (not data):

(Full citation of an FDA recognized standard is ____________ __

K092090/A I Erbelift Hand Pump 3 of 6 9
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(Full citation of an FDA recognized standard is
recommended
(e.g., ANSI/AAMI/ISO 1 1 135))

3. Sterility assurance level (SAL): 10o
6

(e.g., 10-6 for all devices (except 10o3 for devices that contact
intact skin))

4. Is it labeled "Pyrogen Free"? iX

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

5. A description of the packaging Probe packaged in protective
(not including package integrity test data): sheath with Tyvek pouch

6. Shelf Life (ASTM F1SSO-2007) Accelerated aging 3 years I

VIII Materials: (Patient contacting)
*Flexible Probe shaft and tip: Polyetberetherketone (PEEK) and Nylon (Medical grade inks

used to imprint logos on the Probe)

IX Biocompatibility: Tab 4 Exhibit 3.1
Results of biocompatibility testing as described in the FDA Guidance Required
Biocompatibility Training and Toxicology Profiles for Evaluation of Medical Devices
httv:l/www.fda.eov/cdrhle95].htm1 in compliance with International Standard 1I0-10993,

Oar ~~'Biological Evaluation of Medical Devices Part-I: Evaluation and Testing, Part-5 Tests for in
vitro cytology; and Part-10 Tests for Irritation (Second Edition)

X Software: N/A

XI Electromagnetic Compatibility and Electrical, and Thermal Safety N/A

XII Performance Testing - Bench N/A

XI. Performance Testing - Animal

Purpose: To determine whether a hand-pump needle-free elevation system will affect procedure
time and generate tissue elevation without complication when compared to a needle
system.

A. Ex-Vivo Study: 10 tissue elevations were performed by 5 endoscopists (2 master clinicians,
2 trainees and I novice), using 10 ml of blue-colored normal saline. 5 elevations were
performed with the proposed needle-free induction system and 5 with a predicate needle
injection system in a porcine stomach model. Each endoscopist was randomly assigned an
individual, freshly harvested stomach from a Yorkshire pig (> 25 kg) and the following
parameters were measured:

Test Result: Erbelift vs U.S. Endoscopy Injection Needle K924 102
Flow rate (mails), No statistical difference
Height of elevation (mm) No statistical difference
Procedure duration~s) Erbelift; 19 minutes; Predicate 28 minutes
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Perforation rate None
Accuracy of elevation placement Cornparatively accurate
Diameter of bleb (2 axis in mm) 40.2±10.3 mm; Predicate; 33.0+11.3

B. In Vivo Study: 20 tissue elevations were performed by 3 endoscopists (master
clinicians, 1 trainee and I novice), using 1 .5ml of blue-colored normal saline.

* Flow rate: No statistical difference
* Perforation at Maximum force

Conclusion: Results of testing demonstrate that the device is as safe and effective as the predicate.

XII Performance Testing - Clinical N/A

XIII Postmarket Surveillance Information: Not relevant

XIV Substantial Equivalence Discussion

Yes No _ _ _ _ _ _ _ _ _ _

I. Same Indication Statement? I f YES =GoTo 3

2. Do Differences Alter The Effect Or Raise New Issues of If YES =Stop NSE

Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5( ~~~4. Could The New Characteristics Affect Safety Or X If YES -GoTo 6
Effectiveness?

5. Descriptive Characteristics Precise Enough? If NO =Go To 8
If YES =Stop SE

6. New Types Of Safety Or Effectiveness Questions? IIf YES =Stop NSE

7. Accepted Scientific Methods Exist? If NO =Stop NSE

8. Performance Data Available? If NO =Request Data

9. Data Demonstrate Equivalence? IFinal Decision: SE

3. Describe the new technological characteristics: Needless injectors depend on the force applied and
contact site and are not new technology. However, a needless injection into the gastric mucosa is a
new method of injection. The predicates (K040961 and K924 102) utilize the force of the fluid (hand
pushed from the syringe) through the needle to lift polyps or other mucosal lesions. The proposed
device with a needle-free system and Hand Pump is also designed to lift polyps or other mucosal
lesions.
The differences technological characteristic of the proposed device is comparable to that of the
needle-free injection devices orjet injectors Using mechanical compression to force fluid through a
small orifice, these needle-free injection devices can produce high-pressure stream 76 to 360 pmt in
diameter (compared to 81 0 ptm for a 21I-gauge needle) that could penetrate the skin and subcutaneous

* ~~~~~tissue.
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4. Explain how new characteristics could or could not affect safety or effectiveness: Results of in-vivo
and ex-vivo demonstrate that safety and effectiveness are not compromised with this technology

8. Explain how the performance data demonstrates that the device is or is not equivalent: Based on a
comparison of performance The Erbelift Hand Pump and flexible tubing are equivalent to the
predicate devices identified.

XII. Deficiencies: See Memo dated July 29 with responses dated September 28, 2009 (Attached)

XIII. Contact History: Telephone Hold July 29, 2008

XIV. Recommendation
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class II,
Product Code: FBK endoscopic injection needle, gastroenterology-urology

KZE injector, fluid, non-electrically powered (CFR 880.5430)

Reviewee/ Date

Branch Chief Date

0
/C-
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DEPARTMENT of Health and Human Services Food and Drug Administration
Center for Devices and Radiological Health

Memorandum
Date: July 29, 2009 and November 23, 2009
From: M. J. Cornelius
Subject: K092090 ERBELIFT Hand Pump and Flexible Probe.
Contact: Daniel W. Lehtonen Phone: 937-313-7454 OH FAX: 330-405-5518
Email: dan.lehtonencintertek.com and iay.kogomadintertek.com
To: Record After reviewing the third party review memo and the submission for the ERBELIFT
Hand Pump and Flexible Probe, addition information is required as follows:.

1. Your review memo references In-vitro and In-vivo animal testing to support the
recommendation of substantial equivalence. However, the submission appears to lack the
complete reports for this testing. Further, the summary information provided in the
submission does not appear to include adequate information to reach a meaningful
conclusion regarding the performance of the subject device. Please ask the sponsor to
provide the test protocols and results for these animal studies. Please review these complete
documents and modify your review memo to comment on the protocols, predetermined
acceptance criteria, results, and conclusion reached from this testing. Please note that
additional expertise may be required to comment on the applicability of the animal model to
the proposed indications for use.

Response: Data provided and reviewed in Memo to the Record dated 11/23/09

2. Your review memo references the maximum pressure delivered by the subject device as 650
psi. However, your memo does not appear to include an analysis of the safety of this
pressure setting nor does it compare this pressure to a predicate device. As such, it is
unclear why a maximum pressure of 650 psi is indicated. Increased pressures may be
indicated for more viscous fluids, however, this contradicts the device's proposed
indications for use (saline injection). Please ask the sponsor to provide rationale to support
this maximum pressure. Please modify your review memo to include an analysis of the
worst case scenario (maximum pressure and minimal tissue thickness / resistance). Further,
Section Im (pg 4) indicates that the amplified fluid force using the ERBELIFT hand pump
was less traumatic than the mechanical pressure of a needle with less fluid pressure. It is
unclear how this conclusion was reached. Please ask the sponsor to provide the following
information:
A. how the determination of less trauma was ascertained;
B. amount of pressure generated by the ERBELIFT Hand Pump compared to the amount of

pressure generated by hand on the syringe;
C. provide upper limit of pressure which results in perforation; and
D. method used to ensure that pressure generated does not exceed 650 psi maximum listed.

Response: Data provided and reviewed in Memo to the Record dated 11/23/09

0
/1
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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

From: Reviewer Name 5-b _oc-e..A{(,

Subject: 510(k) Number

To: The Record

Please list CTS decision code A 'l
[1 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http;/eroom.fda.aov/eRoomRea/Files/CDRH3/CDRHPremarketNotification5lOkPrograml0 56311/creeninq%20Checklist%207%

d.H ° atInforms or-TelephonewHold.
D Final Disiona(SERSEW f 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 Attach Summary

Truthful and Accurate Statement. Must be present for a Final Decision

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

Does firm reference standards?
(if yes, please attach form from http:llwww. fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?
(Please specify category , see
htto://eroom.fda.Qov/eRoomReQaFiles/CDRH3/CDRHPremarketNotification5lOkPropram/0 413b/CO
MBINATIONO/o2OPRODUCT%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, htto:/www.fda.oov/cdrh/ode/puidance/1216.html)

Is this device intended for pediatric use only?

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?
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)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

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 (('2
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Transitional Adolescent B (18 -c= 21; No special considerations compared to adults => 21 years
old)
Na notech no logy

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http:/twww.fda.aov/cdrhlcomo/auidance/169.htmu)

Regulation Number Class* Product Code

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

Review: L iaL- -7/9 /09
(Branch Chief) (Branch Code) (Date)

Final Review:
(Division Director) (Date)

;¢?
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DEPARTMENT of Health and Human Services Food and Drug Administration
Center for Devices and Radiological Health

Memorandum

Date: July 29, 2009
From: M. J. Cornelius

Subject: K092090 ERBELIFT Hand Pump and Flexible Probe

Contact: Daniel W. Lehtonen Phone: 93 7-313I' -7454 OH FAX: 33 0-405-5518
Email: dan.lehtonen~flintertek.comn and Way.kogomna~I)intertek.corn
To: Record

Intended use The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline in to the submucosa to lift polyps or other
mucosal lesions using direct visualization through a flexible endoscope.

Device Description:

Hand Pump is a gun-shaped component with a handle and a barrel (slot for mounting a syringe)
used for the delivery of pressurized sterile normal saline. It is reusable and delivers approximately
0.75 ml of normal saline per squeeze of the handle. The Hand Pump with the Flexible Probe can
generate pressures in the approximate range of 145 to 650 psi, which correlates to flow rates of 17
to 38 mI/minute. Thle pressure and flow rate depend upon the number of times the handle is( ~~~squeezed.

The Flexible Probe consists of a handle with a standard Luer lock connection hub alid 260 cm
catheter (tubing). Its distal tip is tapered to approximately 0.005" and delivers a jet stream of 120
pmr. It is provided as sterile and labeled for single use. The probe is 260 cm in length with an outer
diameter of 1 .3 min and an inner diameter of 0. 120 mmn.

The ER-BELIFT Hand Pump and Flexible Probe are used for the delivery of pressurized sterile
normal saline to the submucosa to lift polyps or other inucosal lesions. A control syringe
(previously cleared under K920135 is intended to be used as an accessory with thle proposed
device; however it is not provided with the device.

K920135 Angiographic injector and syringe. DXT 870.1650 MedRoyal Angiographic Control
Syringe and Palmt Plate/Thumb Ring

The four proposed syringes are as listed below.
I10cc Syringe with a Fixed Male Luer Lock and a Thumb Grip
I10cc Syringe with a Fixed Male Luer Lock and a Palm Pad
10Occ Syringe with a Rotating Male Luer Lock and a Thumb Grip
10Occ Syringe with a Rotating Male Luer Lock and a Palm Pad

Substantial equivalence is claimed to:

K(924102 FBK endoscopic injection needle, gastroeniterology-urology 876.1500
A

Intended Use: The U.S. Endoscopy needle is indicated for use with
flexible gastroscopes, colonoscopes, sigmnoidoscopes, dluodenoiscopes
choledochoscopes, nephrofiberscopes and bronchoscopes for aspiration of
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fluids or tissue and for injection of medications or dyes into the tissue.

K040961 FBK endoscopic injection needle, gastroenterology-urology 876.1500 and FD1
Endoscopic electrosurgical unit and accessories 876.1500
The Endoscopic Injection Needle/Snare is a dual channel device combines two devices into

one combination device, which performs two separate functions electrosurgical snare and
injection needle.

Intended Use: The dual lumen Injector Needle Snare is indicated for use with an Olympus or
Microvasive active cord for the injection of media for submucosal lift of polyps or other mucosal

lesions, using direct visualization, through a flexible endoscope, prior to electrosurgical excision
and for the inftision of fluid for clearing away the field of view. applying dye spray, clot removal,

injection of hemostatic agents to control postpolypectomy bleeding, and tattooing of sites for
future surgical purposes.

Animal study:
Ten (10) elevations were performed with the proposed needle-free elevation system and 1o with
predicate needle injection system in a live porcine model (a >25 kg Yorkshire pig). The following
data points were measured:

• Flow rate (ml/s)

* The volume (10 ml) of saline for the in-vivo studies does not reflect the actual amount
to be administered for the device use. This volume is selected solely to demonstrate
the comparison between the proposed device and the predicate.

Parameters Tested Proposed ERBELIFT [K924102 Carr Locke Results
(Needle Less injection (Injection Needle

Ex- Vivo Study
Mucosal lift Accomplished in 100% Accomplished in 92% Mucosal lift was greater
(independent of 10 cases with the ERBELIFT
endoscopist skill'
Perforations None None
Ease of use 2 in 92% cases in 64% cases
Accuracy < 3mm in 100% cases 3mm in 76% cases proposed device

reported comparatively
accurate 3

Height of elevation 15.27 ±4:99 mm 15.84 :5.5 mm no statistical difference
Flow rate 061 - 009 mils 053 ±- 023 mils no statistical difference

ERBELIFT resulted in
Total procedure time 19.36 ±3.35 sec. 28.2'± 8.85 sec. reduced procedure time

Mucosal lift was
Maximum lift diameter 40.18±10.26 mm 33.03 ± I 1.31 mm greater with the

ERBELIFT

1. Endoscopist skill level: 5 endoscopists (2 master clinicians, 2 trainees, I novice)
2. Ease of use is defined as simple, fair, unacceptable. This is a subjective determination and

therefore of little use

K0902090 ERBELIFT Hand Pump and Injection Probe 2 of 4
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In vivo studies performed by 3 endoscopists, (I master clinician, I trainee, I novice)

In- Vivo Study

Flow rate I0.39 ±: ocS mils I0.36 + o.o7 mils jno statistical difference
Perforations (atNoeon

-maximum force)Nn'Nn

3. Perforation risk at maximum force. Defined as the maximum pull/activation force applied
to the trigger of the hand pump by the user who is deliberately ignoring the visual tissue
effect - essentially simulating negligent use of the product.

Conclusion: The predicates (K04096l and K924102) utilize the force oftlie fluid (hand pushed
from the syringe) through the needle to lift polyps or other mucosal lesions. The proposed device
with a needle-free system and Hand Pump is also designed to lift polyps or other MUcosal lesions.
The differences technological characteristic of the proposed device is comparable to that of the
needle-free injection devices or jet injectors Using mechanical compression to force fluid through
a small orifice, these needle-free injection devices can produce high-pressure stream 76 to 360 gm
iii diameter (compared to 810 pam for a 2 1-gauge needle) that could penetrate thle skinl and
subcutaneous tissue.

I . Your review memo identifies predicate devices within thle KZE (Nonelectrically powered
fluid injector) and FBK (Endoscopic injection needle) product codes. As the subject device
incorporates technologies and indications from both product groups, all relevant recognized
consensus standards also apply to the subject device. The KZE product code identifies ISO
21649:2006 Needle-free injectors for medical use -- Requirements and test methods as a
recognized consensus standard. In addition, the FBK product code identifies ASTM F1992-
99(2007) Standard Practice for Reprocessing of Reusable. Heat-Stable Endoscopic
Accessory Instruments (EAI) Used with Flexible Endoscopes as a recognized consensus
standard. Please ask the 5 10(k) sponsor to demonstrate compliance with these recognized
consensus standards as appropriate.*

*NOTE: Questions 1 was not sent to the contact pending a decision concerning the correct
product code

After reviewing your third party review memo and the submission for the ERBELIFT Hand Pump
and Flexible Probe, it appears that addition information is required. The following information is
necessary to continue the review of this 51I0(k).

I . Your review memo references In-vitro and In-vivo animal testing to Support the
recommendation Of Substantial equivalence. However, the submission appears to lack the
complete reports for this testing. Further, the summary information provided inl thle
submission does not appear to include adequate information to reach a meaningful
conclusion regarding the performance of the Subject device. Please ask thle sponsor to
provide the test protocols and results for these animal studies. Please review these complete
documents and modify your review memo to comment on the protocols, predeterninedb ~~~~~acceptance criteria, results, and conclusion reached from this testing. Please note that
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additional expertise may be required to comment on the applicability of the animal model to
the proposed indications for use.

2. Your review memo references the maximum pressure delivered by the subject device as 650
psi. However, your memo does not appear to include an analysis of the safety of this
pressure setting nor does it compare this pressure to a predicate device. As such, it is
unclear why a maximum pressure of 650 psi is indicated. Increased pressures may be
indicated for more viscous fluids, however, this contradicts the device's proposed
indications for use (saline injection). Please ask the sponsor to provide rationale to support
this maximum pressure. Please modify your review memo to include an analysis of the
worst case scenario (maximum pressure and minimal tissue thickness / resistance). Further,
Section III (pg 4) indicates that the amplified fluid force using the ERBELIFT hand pump
was less traumatic than the mechanical pressure of a needle with less fluid pressure. It is
unclear how this conclusion was reached. Please ask the sponsor to provide the following
information:

A. how the determination of less trauma was ascertained;

B. amount of pressure generated by the ERBELIFT Hand Pump compared to the amount
of pressure generated by hand on the syringe;

C. provide upper limit of pressure which results in perforation; and

D. method used to ensure that pressure generated does not exceed 650 psi maximum
listed.

This submission has been placed on telephone hold (see attached email)

Review 2 Date

Branch Chief Date

K0902090 ERBELIFT Hand Pump and Injection Probe 4 of 4
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C ;Iius, Mary Jo

From: Cornelius, Mary Jo
Sent: Wednesday, July 29, 2009 11:56 AM

To: 'jay.kogomna~intertec.comn; 'dan.lehtonen~intertek.com'

Cc: Janda, Michel D

Subject: K092090 ERBELIFT Hand Pump and Flexible Probe

importance: High

Tracking: Recipient Read

jay~kogorna~intertec.corn

'dan.1ehtonen~intertek.comn

Janda, Michel 0 Read: 7/29/2009 12:07 PM

Cornelius, Mary Jo

Dear Mr. Kogoma,
I inadvertently sent you an abbreviated list of deficiencies. To correct this, I am sending a more detailed version that I
believe will be more helpful to you.

After reviewing your third party review memo and the submission for the ERBELIFT Hand Pump and Flexible Probe, it
appears that addition infomuation is required. The followiniginformation is necessary to continue the review of this 510
(k).

I. Your review memo identifies predicate devices within the KZE (Nonelectrically powered fluid injector) and FBK
(Endoscopic injection needle) product codes. As the subject device incorporates technologies and indications from
both product groups, all relevant recognized consensus standards also apply to the subject devic6. The KZE product
code identifies ISO 2 1649:2006 Needle-firee injectors for medical use -- Requirements and test methods as a
recognized consensus standard. In addition, the FBK product code identifies ASTM F 1 992-99(2007) Standard
Practice for Reprocessing of Reusable. Heat-Stable Endoscopic Accessory Instruments (EA Used with Flexible

Endoscopes as a recognized consensus standard. Please ask the 5 10(k) sponsor to demonstrate compliance with
these recognized consensus standards as appropriate.

2. Your review memo references In-vitro and In-vivo animal testing to support the recommendation of substantial
equivalence. However, the submission appears to lack the complete reports for this testing. Further, the summary
information provided in the submission does not appear to include adequate information to reach a meaningful
conclusion regarding the performance of the subject device. Please ask the sponsor to provide the test protocols and
results for these animal studies. Please review these complete documents and modify your review memo to
comment on the protocols, predetermined acceptance criteria, results, and conclusion reached from this testing.
Please note that additional expertise may be required to comment on the applicability of the animal model to the
proposed indications for use.

3 . Your review memo references the maximum pressure delivered by the subject device as 650 psi. However, your
memo does not appear to include an analysis of the safety of this pressure setting nor does it compare this pressure

L Pa predicate device. As such, it is unclear why a maximum pressure of 650 psi is indicated. Increased pressures
r*ay be indicated for more viscous fluids, however, this contradicts the device's proposed indications for use (saline

injection). Please ask the sponsor to provide rationale to support this maximum pressure. Please modify your
review memo to include an analysis of the worst case scenario (maximum pressure and minimal tissue thickness/
resistance). Further, Section III (pg 4) indicates that the amplified fluid force using the ERBELIFT hand pump was
less traumatic than the mechanical pressure of a needle with less fluid pressure. It is unclear how this conclusion

7/29/2009 7 -
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~reached. Please ask the sponsor to provide the following information:
A. how the determination of less trauma was ascertained;
B. the amount of pressure generated by the device compared to the amount of pressure generated by hand on

the syringe;
C. the expected penetration distance in different tissues under maximum pressure; and
D. the method used to ensure that the pressure generated does not exceed 650 psi.

As per this email, K092090 has been placed on hold until further correspondence is received. Please note that these
deficiencies should not be considered as comprehensive as additional questions may arise during the review of the
sponsor's response and your review memo.

Please feel free to contact me if you need clarification regarding these deficiencies. Hard copies of your response are
required and can be directed to the FDA document center. Thank you.

Mary J. Cornelius, RN, BSN, CCRN
9200 Corporate Blvd.
Rockville, MD 20850
Email: mary.cornelius~fda.hhs.gov.
Phone: 240-276-4135
Fax: 240-276-4156

NEW after August 1, 2009

Mary J. Cornelius, RN, BSN, CORN
W066RJM 0204GH HFZ\
10903 New Hampshire
Silver Spring, AID 20993
Email: nmry.cornelius~fda.hhs.gov.
Phone: 301-796-6550

0029/2009
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4'iius, Mary Jo

From: Cornelius, Mary Jo

Sent: Wednesday, July 29, 2009 11:02 AM
To: 'jay.kogma~intertek.com'; 'dan.Iehtonen~intertek.com'

Cc: Janda, Michel D

Subject: K092090 ERBELIFT Hand Pump and Flexible Probe

Importance: High

Dear Mr. Kogma,

After reviewing your third party review memo and the submission for the ERBELIFT Hand Pump and
Flexible Probe, it appears that addition information is required. The following information is necessary to
continue the review of this 510(k).

1. Please provide a copy of the protocol(s) for the Ex- Vivo and In-vivo Studies. The results of these studies are nlot sufficiently
detailed to make an evaluation.

2. In section III, p4 you indicate that amplified fluid force using the ERBELIFT hand pump was less traumatic than the
mechanical pressure of a needle with less fluid pressure. Please provide the following information:

A. how the determination of less traumna was ascertained;

B. amount Of pressure generated by the ERBELIFT Hand Pump compared to the amount ol'pressure generated by hand on
the syringe;

C. provide tipper limiit of pressure which results in perforation; and

D. method used to ensure that pressure guenerated does not exceed 650 psi maximum listed.

As per this email, K092090 has been placed on hold until further correspondence is received. Please
note that these deficiencies should not be considered as comprehensive as additional questions may arise
during the review of the sponsor's response and your review memo.

Please feel free to contact me if you need clarification regarding these deficiencies. Hard copies of your
response are required and can be directed to the FDA document center.

Thank you.
m1jc

Mary J. Cornelius, RN, BSN, CG RN
9200 Corporate Blvd.
Rockville, MD 20850
Emnail: rnary.corncliusoafda.hlhs.gov.4 ie: 240-276-4135

'"240-276-456
after August 1, 2009

ary 3. Cornelius, RN, BSN, CGRN
W066 RM 0204 C/H
10903 New Hampshire
Silver Spring, MD 20993
Email: mnary.cornelius~fda.hhs.gov.7(%

7/29/2009
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THIRD PARTY REVIEW CHECKLIST

1. Is this 510(k) eligible for third party review, i.e.:

:a. Is the device on. the list of eligible devices?*( NO

b. Can a determination of substantial equivalence be made withoitolinical Yes No bl , .,,

data? (2

C. Are you aware ofthe 510(k) holder being the subject of an Integrity Yes
Investigation?

IF THE ANSWER IS "NO" TO A or B above, or "YES" to C above, PLEASE BRING THE

SUBMISSION TO POS IMMEDIATELY.

Are the folLowing elements included in the submission:

2. A cover letter signed by the third party's official correspondent clearly identifing:

a. The. purpose of the sutbmission ~ No'

FbThe~name and address of the third party No
cNo

c. The name and address of the 510(k) holder No

d. The name of the device (trade name, common or usual name, and FDA No

classification name)

e. The third party's recommendation with respect to the substantial equivalence § No

of the device

f. Thedate the third party first received the 5 10(k) from the 510(k) holder No

I lttr igedbyth 510k)hode athriin te hid ary oYesNo QKL
submit the 5 10(k) on its behllaf and to d'iscuss its contents with FDA.

[ 4. The complete 510(k) conforming to FDA's established requirements Yes No -

relating to content and. form of such submissions.

(73-
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5. A complete reviewpf the 5 10(k); signed by all-personnel. who Yes CN o

conducted the third party. review and by an inidividual witi the tir

party'responsible for superVising third-party reviews, 'with a

'recommendation coneffming the substaitial equtivalence of the .

-device. 
___
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Page 2 - Third Party Review'Checklist

6. A certification that:

a. The third party continues to meet the personnel qualifications and prevention )No
ofconflict of interest criteria reviewed by FDA

b. Statements made in the third party's review are true and accuteate to the-best No

knowledge of the third party

c. The third party's review is based on the 510(k) that it is submitting with the es No

review

d. The third party understands that the submission to the government of false No.

information is prohibited __

7. Are the tbllowing forms included in the submission as discussed in the Center's guidance

document entitled Third Party Review-An Instruction Manual for Conducting Reviews of

Premarket Notifications:

a. Third Party Premarket Notification (510(k)) Checklist for Acceptance No

Decision (Parts I and 1I)

b. Record of Deficiencies, if applicable (attachment la) No

c. Indications for Use Form No

d. 5t10(k) Surnmary or Statement (attachment 1c) esoNo

e. 5 10(k) Truthful and Accurate Statement (attachment Id) No-

f. Third Party "Substantial Equivalence" (SE) Decision Makin~g (C N o

Documentation (attachm-ent 2)

IF ANY OF THE ABOVE INFORMATION IS NOT INCLUDED WITH THE THIRD

PARTY'S SUBMISSION OR IS NOT ADEQUATE, CONTACT THE THIRD PARTY AND

ATTEMPT TO RESOLVE THE DEFICIENCY. PLEASE INCLUDE A MEMORANDUM TO

THE RECORD OF THE TELEPHONE CALL. WHEN THE INFORMATION IS RECEIVED

PLEASE REVISE THIS CHECKLIST OR COMPLETE A NEW ONE.

COMMENTS. Sao_ ATl 1

/177
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*If the-third'party incorredtly classified the device and it is not'd/devi'& type eligible for third

party review please bring to POS.,.
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Janda, Michel D

From: Janda, Michel D

Sent: Wednesday, July 22, 2009 12:22 PM

To: Zimliki, Charles L* (CDRH)

Subject: Third party for endoscopic needle with fluid injection technology

Hi Chip,

ULDB has been reviewing a third party 510(k) for an endoscopic needle that uses manual powered fluid injection technology. I wanted

to touch base with GHDB to see if this combination raises any concerns. I briefly spoke with Tony Watson about the device and he

indicated that you were acting for General Hospital. We would like to get the file on-hold, but one of the deficiencies that we would

like to add would change the regulation to the fluid injection reg. We think that the device should be reviewed in your branch because

the injection technology is really the critical component. The endoscopic portion is really just an elongated tube. Please let me know if

you agree with this approach and we will place the file on hold. When it comes back we will transfer it to your branch. Thanks.

Michel Janda
Acting Chief - Urology and Lithotripsy Devices Branch

ODE/DRARD
Phone #: (240) 276-4133
Fax #: (240) 276-4156

THIS MESSAGE I5 INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION

THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person

authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other

action based on the content of this communication is not authorized, If you have received this document in error, please immediately notify us

by email or telephone.
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Janda, Michel 0

From: Janda, Michel D
Sent: Tuesday, July 14, 2009 3:42 PM
To: Watson, Anthony
Subject: Third party for endoscopic needle with fluid injection technology

H-i Tony,

ULDB3just got a third party 5 10(k) for an endoscopic needle that uses manual powered fluid injection technologgy. I wanted to touch
base with GHDJI3 to see if this combination raises any concerns. I also wanted to inquire about the possibility of a consult for the fluid
injection technology. Thanks.

Michel Janda
Acting Chief - Urology and Litbotripsy Devices Branch
ODE/DRiARD
Phone It: (240) 276-4133
Fax #: (240) 276-4156

THIS MESSAGE IS INTENDED ONLY FOR, THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION
THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person
authorized to deliver the document to the addressee, you are hereby notif ied that any review disclosure, dissemination, copying, or other
action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone.
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DEPARTMENT of Health and Human Services Food and Drug Administration
Center for Devices and Radiological Health

Memorandum

Date: July 20, 2009 Al/9

From: M. J. Cornelius
Subject: K092090 ERBELIFT Hand Pump and Flexible Probe

Contact: Daniel W. Lehtonen Phone: 937-313-7454 OH FAX: 330-405-5518
Email: dan.lehtonen( Qintertek.com
To: Record

Intended use The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is
indicated for the induction of sterile normal saline in to the submucosa to lift polyps or other
mucosal lesions using direct visualization through a flexible endoscope.

Device Description: the Hand Pump is a gun-shaped component with a handle and a barrel
(slot for mounting a syringe) used for the delivery of pressurized sterile normal saline. It is
reusable anddelivers approximately 0.75 ml of normal saline per squeeze of the handle. The Hand
Pump with the Flexible Probe can generate pressures in the approximate range of 145 to 650 psi,
which correlates to flow rates of 17 to 38 ml/minute. The pressure and flow rate depend upon the
number of times the handle is squeezed.

The Flexible Probe consists of a handle with a standard Luer lock connection hub and 260 cm
catheter (tubing). Its distal tip is tapered to approximately 0.005" and delivers ajet stream of 120
prn. It is provided as sterile and labeled for single use. The probe is 260 cm in length with an outer
diameter of 1.3 mm and an inner diameter of 0.120 mm.

The ERBELIFT Hand Pump and Flexible Probe are used for the delivery of pressurized sterile
normal saline to the submucosa to lift polyps or other mucosal lesions. A control syringe
(previously cleared under K920135 is intended to be used as an accessory with the proposed
device; however it is not provided with the device.

K920135 Angiographic injector and syringe. DXT 870.1650 MedRoyal Angiographic Control
Syringe and Palm Plate/Thumb Ring

The four proposed syringes are as listed below.
10cc Syringe with a Fixed Male Luer Lock and a Thumb Grip
10cc Syringe with a Fixed Male Luer Lock and a Palm Pad
10cc Syringe with a Rotating Male Luer Lock and a Thumb Grip
10cc Syringe with a Rotating Male Luer Lock and a Palm Pad

Substantial equivalence is claimed to:
K924102 FBK endoscopic injection needle, gastroenterology-urology 876.1500

INTENDED USE: The U.S. Endoscopy needle is indicated for use with
flexible gastroscopes, colonoscopes, sigmoidoscopes, duodenoscopes
choledochoscopes, nephrofiberscopes and bronchoscopes for aspiration of
fluids or tissue and for injection of medications or dyes into the tissue.
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K040961 FBK endoscopic injection needle, gastroenterology-urology 876.1500 and FDI
Endoscopic electrosurgical unit and accessories 876.1500
The Endoscopic Injection Needle/Snare is a dual channel device combines two devices into

one combination device, which performs two separate functions electrosurgical snare and
injection needle.

INTENDED USE: The dual lumen Injector Needle Snare is indicated for use with an Olympus or

Microvasive active cord for the injection of media for submucosal lift of polyps or other mucosal
lesions, using direct visualization, through a flexible endoscope, prior to electrosurgical excision
and for the infusion of fluid for clearing away the field of view. applying dye spray, clot removal,
injection of hemostatic agents to control postpolypectomy bleeding, and tattooing of sites for future
surgical purposes.

Animal study:
Ten (10) elevations were performed with the proposed needle-free elevation system and Io with
predicate needle injection system in a live porcine model (a >25 kg Yorkshire pig). The following
data points were measured:

• Flow rate (ml/s)

· The volume (10 ml) of saline for the in-vivo studies does not reflect the actual amount
to be administered for the device use. This volume is selected solely to demonstrate
the comparison between the proposed device and the predicate.

Parameters Tested Proposed ERBELIFT K924102 Carr Locke Results
(Needle Less injection (Injection Needle

Ex- Vivo Study
Mucosal lift Accomplished in 100% Accomplished in 92% Mucosal lift was greater
(independent of 10 cases with the ERBELIFT
endoscopist skill'
Perforations None None
Ease of use 2 in 92% cases in 64% cases
Accuracy < 3mm in 100% cases 3amm in 76% cases proposed device reported

comparatively accurate 3

Height of elevation 15.27 ±4.99 mm 15.84 +5.5 mm no statistical difference
Flow rate 061 ± 009 mils 053 - 023 mils no statistical difference

ERBELIFT resulted in
Total procedure time 19.36 +3.35 sec. 28.2 - 8.85 sec. reduce redure imreduced procedure time

Mucosal lift was
Maximum lift diameter 40.18±10.26 mm 33.03 I- 1.31 mm greater with the

ERBELIFT

I. Endoscopist skill level: 5 endoscopists (2 master clinicians, 2 trainees, I novice)
2. Ease of use is defined as simple, fair, unacceptable. This is a subjective determination and

therefore of little use

K0902090 ERBELIFT Hand Pump and Injection Probe 2 of 4
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In vivo studies performed by 3 endoscopists, (I master clinician, I trainee, I novice)

In- Vivo Study

Flow rate 0.39 ± 0.05 mils 0.36 : o.o7 mils no statistical difference
Perforations (at
maximum force)' N

3. Perforation risk at maximum force. Defined as the maximum pull/activation force applied
to the trigger of the hand pump by the user who is deliberately ignoring the visual tissue
effect - essentially simulating negligent use of the product.

Conclusion: The predicates (K040961 and K924102) utilize the force of the fluid (hand pushed
from the syringe) through the needle to lift polyps or other nucosal lesions, The proposed device
with a needle-free system and Hand Pump is also designed to lift polyps or other mucosal lesions.
The differences technological characteristic of the proposed device is comparable to that of the
needle-free injection devices orjet injectors Using mechanical compression to force fluid through
a small orifice, these needle-free injection devices can produce high-pressure stream 76 to 360 pim
in diameter (compared to 810 [tm for a 21-gauge needle) that could penetrate the skin and
subcutaneous tissue.

I. Please Identify a predicate device that more accurately compares to the ERBELIFT Hand
Pump and FlexibleProbe
FDA believes that the product code selected FBK (endoscopic injection needle,
gastroenterology-urology) does not accurately describe the device design. The ERBELIFT
Hand Pump in conjunction with an ERBELIFT Flexible Probe is designed to deliver a
needleless injection of pressurized saline. Both the "needless" feature and "mechanical
pressurized" are more accurately described as KZE under CFR 880.5430

"A nonelectrically powered fluid injector is a nonelectrically powered device used
by a health care provider to give a hypodermic injection by means of a narrow,
high velocity jet offluid which can penetrate the surface of the skin and deliver the
fluid to the body. It may be used for mass inoculations ".

2. Please demonstrate compliance with ISO 21649:2006 Needle-free injectors for
medical use -- Requirements and test methods.

3. Please provide a copy of the protocol(s) for the Ex- Vivo and In-vivo Studies. The results
of these studies are not sufficiently detailed to make an evaluation.

4. In section 111, p4 you indicate that amplified fluid force using the ERBELIFT hand pump
was less traumatic than the mechanical pressure of a needle with less fluid pressure. Please
provide the following information:

A. how the determination of less trauma was ascertained;

K0902090 ERBELIFT Hand Pump and Injection Probe 3 of 4
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B. amount of pressure generated by the ERBELIFT HanidPumipcomnpared tothie amounitof

pressure generated by hand on the syringe;

C. provide tipper limit of pressure which results in perforation; and

D. methiod used to ensurIe thatpressure generated does not exceed 650 psi maximuimlisted.

I have informned the sponsor on hold pending receipt of additional infornmation

Branch Chief Date

K0902090 ERBELIFT Hand Pump and Injection Probe 4 of 4
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared toA

Descriptive Information Does New De ice Have Same NO Do the Differences Alter the Intended No Susatally
about New or Marketed Indication atmnt - Therapeutic/Diagnosticletc. Effect YES Equivalent Determination

Device Requested as Needed (in Deciding, May Consider Impact on
ES Safety and Effectiveness)?-.

New Device Has S e Intended NO
Use and May be "Subs tially Equivalent" t_

New Device Has-
New Intended Use

Does New Device Have Same
Technological Characteristics, NO Cou d te New
e.g. Design, Materials, etc.?. Ch etrstics Do the New Characteristics

YES ~~~~Aff Safety or-+ Raise New Types of Safety YESp
Effec nSs? or Effectiveness Questions?**

NO Are the Descriptive NO

Characteristics Pr seNou

NO ~~~~~to Ensure Equ~ilv ence?

Are Performance Data Do Accepted Scientific

Aailable to Asses Equivalence?" YES Methods Exist for
Assessing Effects of NO

the New Characteristics?
YES

GD jYES
performance Are performance Data Available NO

Data Required To Assess Effects of New
Characteristics?"***

I. {YES

Pefrace Data Demonstrate Performance Data Demonstrate
Equivalence?9 Equivalence?

YES 4, NO

"Substantially Equivalent" CA)>
TO Determination To

' 5 10(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between

marketed and "predicate" (pre-Amendments or reclassified 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 51I0(k), other 5 10(k)s, the Center's classi fication fIlles, or the l iterature.
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DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service

44"~~ ~~~~~~~~~~~~~~~~~~~~~~~~~ US. Food and Drug Administration
Center for Deviees and Radiological Health

17 ~~~~~~~~~~~~~~~~~~~~~~~~~~~Document Mail Center - W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

September 29, 2009

BYRNE MEDICAL INC. 5 10k Number: K092090

c/o INTERTEK TESTING SERVICES Product: ERBELIFT HAND PUMP AND FLEXIBL

2307 EAST AURORA ROAD UNIT 87

TWINSBURG, OHIO 44087

UNITED STATES
ATTN: DANIEL W. LEHTONEN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is

required. Pleaserememnber that all correspondence concerning your submission MUST be sent to the Document

Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one

above will not be considered as part of your official premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with

Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and

e-mail practices at
litp:/ww~da~,ov/edcaDeics/evce~guatojan~iidiic/G~iane~culintsucO840.it OnO

August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated

5 10(k)s. This guidance can be found at
llttP://wwvv.fda.aov/Mdcleie/eieeuainfd iac/udneoue~sum 8 3 sItin. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

5 1 0(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to

complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90

days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7 100 or at their toll-free number (800)638-2041, or contact the 5 10k staff at
(301)796-5640.

Sincerely,

5 1 0(k) Staff
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2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Telephone: +1 330-405-3552
Facsimile: +1 330-405-5518
www.intertek-etlsemko.com

28 Sep 2009 Supplemental Information for K092090
FDA CDI! Di\iC

CDRH Document Mail Center
Mailstop HFZ-401 SEP p 9 2009
Attention: THIRD PARTY REVIEW Ms. Cornelius
9200 Corporate Boulevard Rec.i/cu]
Rockville, Maryland 20850

Dear Ms. Cornelius,

Enclosed with this letter are the updated Third Party Review documents for the Byrne Medical, Inc.
ERBELIFT T Hand Pump and Flexible Probe device being reviewed under K092090. The
information being provided includes the following:

1. This cover letter
2. Revised Review Memo with information addressing FDA questions (starts on page 1)
3. Supplemental information from the Firm (Appendix Al.3 of the review memo)

Should you have additional questions or require additional information please let me know.

Respectfully Yow.

Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices

01*111

(C
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2307 E. Aurora Rd. Unit B37
Twinsburg, OH 44067

Telephone: +1 330-405-3552
Facsimile: +1 330-405-5518
www.intertelk-etlsemnko.com

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

K092090

Date: 09 Jul 2009 [Revised 25 Sep 2009]
To: The Record Office:
From: Daniel W. Lehtonen Division:

Intertek Testing Services NA, Inc.
3"' Party Review Memo

510(k) Holder: Byrne Medical, Inc.
Device Name: ERBELIFT~h Hand Pump and Flexible Probe

Contact: Mr. Chris Hierholzer
Phone: (936) 539-0391
Fax: (936) 539-2381
E-mail: chierholzer~byrnemedical.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce (ERBELIFT~ h Hand Pump and Flexible Probe) into
interstate commerce.

Comments added 25 Sep 2009
This review memo was modified in response to FDA comments with the inclusion of the following
tabulated responses:

Item Description of Deficiency

1. FDA Finding: Your review memo identifies predicate devices within the KZE (Non-
electrically powered fluid injector) and FI3K (Endloscopic injection needle)
product codes. As the subject device incorporates technologies and
indications from both product groups, all relevant recognized consensus
standards also apply to the subject device. The KZE product code identifies
ISO 21649:2006 Needle-free iniectors for medical use -- Requirements and
test methods as a recognized consensus standard. In addition, the FBK
product code identifies ASTMV Fl 992-99(2007) Standard Practice for
Reprocessing of Reusable. Heat-Stable Endoscopic Accessory Instruments
(EAI Used with Flexible Endoscopes as a recognized consensus standard.
Please ask the 51 0(k) sponsor to demonstrate compliance with these
recognized consensus standards as appropriate.

/4
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency

Response: Along with the two (2) recognized consensus standards stated, many other
standards were considered. Each standard was carefully evaluated for the
appropriateness/relevance with the ERBELIFT T MHand Pump and Flexible
Probe. Both of the stated standards were determined not to be applicable as
follows:
A. ISO 21649:2006 Needle-free injectors for medical use -- Requirements

and test methods
In the "Introduction" of the standard and a consistent theme throughout
the standard is its application "to needle free injectors to administer
medicinal products". The primary concern and testing referenced in the
standard involves dosages (i.e. intended, ejected, maximum/minimum,
etc.). These issues are not applicable to our product as with the
predicate (i.e., sterile normal saline used when being introduced into the
submucosa for lifting polyps and other lesions under direct visualization
through an endoscope.). The ERBELIFTTM Hand Pump and Flexible
Probe are used to provide an effect (i.e. lifting/cushioning) and not to
deliver medicine.
The Hand Pump is not a "Jet" injector as classified in product code KZE.
There is no static force mechanism within the device (e.g. there is no
spring loaded, C02 or pneumatically driven, etc. force.). A squeeze of
the Pump's handle makes it easier for a clinician to move a syringe
plunger a fixed distance as compared to manually pushing a plunger of
the syringe. In both the predicates' and the proposed device, force is
applied to the plunger in order to move fluid via a lumen into the
submucosa.

B. ASTM F1992-99(2007) Standard Practice for Reprocessing of Reusable.
Heat-Stable Endoscopic Accessory Instruments (EAI) Used with Flexible
Endoscopes
The scope of this standard involves reusable, heat-stable endoscopic
accessory instruments (EAI) designed to be inserted into flexible
endoscopes. The ERBELIFTTM Hand Pump is reusable, but it is not
intended to be inserted into a scope, nor could it be. (Note: As with
mechanical endoscopic lavage pumps which are 510(k) exempt, it is to
be cleaned/disinfected with a hospital grade disinfectant. The Pump
does not come in contact with the patient or the fluid pathway.) The
ERBELIFT TM Flexible Probe is inserted into the endoscope. It is single
use and disposable. The other involved accessories (syringe and sterile
normal saline) are single use and disposable.

Closed Out: 25 Sep 2009
The firm addressed the reasoning for not using the identified standards as
the standards do not apply to the device. The response addressed the
issue.

l?
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT T M Hand Pump and Flexible Probe

Item Description of Deficiency
2. FDA Finding: Your review memo references In-vitro and In-vivo animal testing to

support the recommendation of substantial equivalence. However, the
submission appears to lack the complete reports for this testing. Further,
the summary information provided in the submission does not appear to
include adequate information to reach a meaningful conclusion regarding
the performance of the subject device. Please ask the sponsor to provide
the test protocols and results for these animal studies. Please review
these complete documents and modify your review memo to comment on
the protocols, predetermined acceptance criteria, results, and conclusion
reached from this testing. Please note that additional expertise may be
required to comment on the applicability of the animal model to the
proposed indications for use.

Response: The concept, product design, testing, etc. of the ERBELIFT T Hand Pump
and Probe followed design control requirements. Included are the
following Exhibits of the work performed to support the efficacy and safety
of the proposed device:
Exhibit 1, Rationale to Support Substantial Equivalence
Summary:
A rationale to determine the specific aims, goals, methodology, and
acceptance criteria for the ERBELIFTTM Performance Testing
(specifically, Ex-Vivo and In-Vivo testing) was developed in order to
support substantial equivalence.

Exhibit 2, ERBELIFTTM Performance Test Plan (Note:
Results/Conclusions are Included)
Summary:
The test plan was devised in collaboration with Dr. David Carr-Locke,
Director, The Endoscopy Institute, Brigham and Women's Hospital,
Harvard Medical School, Boston, MA. Based upon the rationale, the test
plan provides the strategy and the relationship between the specific goals
and aims of the individual test protocols and reports used to support
substantial equivalence to the predicate.
Regarding the evaluation process of ERBELIFT T Mper Dr. Carr-Locke:

"For the development of EMR devices, it is well-established in the
research and clinical fields within gastroenterology that the response of
porcine gastrointestinal mucosa, submucosal and muscularis propria to
fluid injection, manipulation and resection accurately reflect the
behavior of human tissue to these same procedures."

Two of the specific goals/aims were:
1. Effectiveness of creating a submucosal elevation/lift under direct

endoscopic visualization,
2. Performance outputs comparable to an injection needle in the Ex-

Vivo testing using porcine stomach and In-Vivo testing in porcine
colon.

/$
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT T Hand Pump and Flexible Probe

Item Description of Deficiency
Response: Exhibit 3, Testing Report (Results) of Feasibility Protocol,

Ex-Vivo Trial 1
Summary:
An evaluation of the technical feasibility of a needle-less method to create
a submucosal elevation/lift using the ERBELIFTTM Hand Pump and
Flexible Probe.

Exhibit 4, Study Protocol and Report,
Ex-Vivo Trial 2
Summary:
An evaluation to have the most optimal technique (method) to create a
submucosal elevation/lift using the ERBELIFT TM Hand Pump and Flexible
Probe compared to the standard injection needle method.

Exhibit 5, Testing Protocol and Report,
In-Vivo Trial
Summary:
An evaluation of the performance outputs of the ERBELIFTTM Hand Pump
and Flexible Probe compared to the standard injection needle.

Support to address each part of Question 2 is as follows:
A. In reference to complete reports for this testing, a summary of the

testing was provided in the initial submission. See summary of
Results of each Trial in Exhibit 2 and Protocols as applicable and
Reports in Exhibits 3, 4, and 5.

B. Regarding the performance of the subject device, please see
summary of Results of each Trial in Exhibit 2.

C. In response to test protocols and test results for the animals, see
Exhibits 3, 4, and 5.

D. Specific to your comments about our review memo, as the result of
the three (3) phases of testing, it was concluded that:
1) The ERBELIFT TM Hand Pump and Flexible Probe were effective

in creating a submucosal elevation/lift under direct endoscopic
visualization.

2) The performance of the ERBELIFTTM Hand Pump and Flexible
Probe was comparable to an injection needle.

3) No additional safety concerns were raised with using the
ERBELIFT Th Hand Pump and Flexible Probe.

If further explanation of this process and its applicability to clinically-
approved methodology is required, Dr Carr-Locke is willing, as one of
the authors of the Ex-Vivo and In-Vivo Performance Test Protocols, to
provide additional information, expertise, and discussion.

E. Regarding additional expertise required, please see comment above
in D.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Item Description of Deficiency
Closed Out: 25 Sep 2009

FDA Issue 1: Please ask the sponsor to provide the test protocols and
results for these animal studies.

3rd Party: The firm provided copies of the following supporting
documents:

* Exhibit 1: Rationale to Support Substantial Equivalence
* Exhibit 2: ERBELIFTTM Performance Test Plan (Results /

Conclusions are Included)
* Exhibit 3: Testing Report (Results) of Feasibility Protocol, Ex-Vivo

Trial 1
* Exhibit 4: Study Protocol and Report, Ex-Vivo Trial 2
* Exhibit 5: Testing Protocol and Report, In-Vivo Trial

FDA Issue 2: Please review these complete documents and modify
your review memo to comment on the protocols,
predetermined acceptance criteria, results, and
conclusion reached from this testing.

3rd Party: The protocols provided by the firm outlines the feasibility
for their device, details of the protocols used including the
basis for the porcine model and test methods, goals for
each of their studies (ex-vivo and in-vivo) and results to
show that the device met the firm's acceptance criteria
and performed equivalently to the predicate device. See
appendix A1.3 to this review memo for the firm's
response and supporting documentation.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Item Description of Deficiency
3. FDA Finding: Your review memo references the maximum pressure delivered by the

subject device as 650 psi. However, your memo does not appear to
include an analysis of the safety of this pressure setting nor does it
compare this pressure to a predicate device. As such, it is unclear why a
maximum pressure of 650 psi is indicated. Increased pressures may be
indicated for more viscous fluids; however, this contradicts the device's
proposed indications for use (saline injection). Please ask the sponsor to
provide rationale to support this maximum pressure. Please modify your
review memo to include an analysis of the worst case scenario (maximum
pressure and minimal tissue thickness I resistance). Further, Section III
(pg 4) indicates that the amplified fluid force using the ERBELIFT hand
pump was less traumatic than the mechanical pressure of a needle with
less fluid pressure. It is unclear how this conclusion was reached.
Please ask the sponsor to provide the following information:

A. how the determination of less trauma was ascertained
B. the amount of pressure generated by the device compared to the

amount of pressure generated by hand on the syringe
C. the expected penetration distance in different tissues under

maximum pressure and
D. the method used to ensure that the pressure generated does not

exceed 650 psi

217f
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTh Hand Pump and Flexible Probe

Item Description of Deficiency
Response: The submission referenced a maximum pressure delivered by the subject

device as 650 psi, however, this value was only a theoretical maximum
pressure limit which was not attainable in practice independent of the
force applied to the ERBELIFT TM Hand Pump by the individual test
subjects (please see Exhibit 3). The Technical Feasibility Study was
carefully designed and included flow rate and pressure monitoring for
both the subject and predicate devices in order to ascertain and compare
the operating pressures associated with the predicate device under
normal use. In addition, we were also able to determine the minimum flow
rate and pressure (used to measure force) required to breach the mucosa
with the saline stream. Unlike when manual pressure or force is applied to
the predicate device in order to breech the mucosa, once the minimum
flow rate is achieved to breech the mucosa with the subject device, the
water stream slows very rapidly (please reference Exhibit 1 for a detailed
overview of the procedure). Our experimental study design did include
"worst-case scenario testing" (quick hard trigger pulls in order to achieve
the highest flow rates during in-vivo testing in pig colon- thinnest wall
anatomy). In summary, the subject tissues were excised and a leak test
was performed in order to detect perforations. No perforations were
detected (For a detailed summary, please see Exhibit 5).

The answer to the subset questions are:
A. The ERBELIFTTM Hand Pump and Flexible Probe is less traumatic to

tissue because:
i. A small fluid stream from the tip of the probe pierces the mucosa

as compared to a larger stainless steel needle of the predicate.
ii. The fluid stream delivered by the subject device is 0.120 mm as

compared to a needle tip's outer diameter which is approximately
four (4) times larger (0.508 mm). Trauma can be associated with
the size of the tissue defect.

iii. The fluid delivered is incrementally controlled (i.e. a maximum
0.75 ml is delivered per pull) with the Hand Pump.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency
Response: B. While similar pressures and flow rates can be achieved with the

subject and predicate devices, the variability in pressure that can be
generated by pushing on the syringe plunger depends upon the
individual operator. When the trigger of the Hand Pump is squeezed
faster, the flow rates and pressures increase just like when the
plunger is manually pushed harder with predicate devices. The key
here is that with both the proposed and predicate devices, lifting is
performed under direct visualization. Regarding comparison of flow
rates and pressures, see Exhibit 3.

C. Unlike the predicate needle device which uses a solid needle to
"blindly" find the submucosal tissue plane (by trial and error, please
see Exhibit 1), a minimum pressure or fluid flow rate is utilized to
penetrate the mucosa with the subject device. As soon the fluid
stream comes in contact with resistance (i.e.-tissue, fluid collection in
the submucosa), the fluid continues to follow the path of least
resistance and collect in the submucosa. Our "worst case scenario
testing" failed to perforate even the thinnest wall anatomy in an in-
vivo environment meaning only a mucosal breech was possible.

0. There are several factors which influence maximum pressure. The
size of the orifice, diameter of the syringe, length of the device or flow
channel, etc... For example, a smaller orifice and or smaller diameter
syringe or both would lead to extremely high pressures; however, the
flow rate may be so low that it does not provide the desired tissue
effect. Except for the differences between individual operators
(cannot be controlled with the predicate device), the mechanical
drive, orifice size, syringe, and probe limit the maximum flow rate.
Both the predicate and subject devices operate with very similar flow
rate variability.

Closed Out: 25 Sep 2009
The firm provided a very detailed response to the questions raised and
explained how the device operates with respect the pressures - with 650
psi being the maximum generated during intentional mis-use of the
device. During normal use, the data provided by the firm shows that the
device operates at the same pressures as the predicate.
The "less trauma" comment is based upon the fluid stream delivered by
the subject device is 0.120 mm as compared to a needle tip's outer
diameter which is approximately four (4) times larger (0.508 mm). The
smaller diameter penetration would result in less trauma tissue trauma
based on the lower diameter. The expected tissue penetration would be
limited to the penetration of the mucosa since the fluid would spread out
into the sub-mucosa layer in the same way that the predicate device
does. The primary difference between the devices is the method used to
penetrate the mucosa - the predicate uses a needle and the subject
device uses a fluid stream. Once the fluid reaches the sub-mucosa a
bleb forms in both cases.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFTTM Hand Pump and Flexible Probe

Original Comments
The proposed ERBELIFT Hand Pump and Flexible Probe are used for the delivery of pressurized
sterile normal saline to the submucosa to lift polyps or other mucosal lesions. The proposed system
encompasses following design changes as compared to the predicates cleared under K040961 and
K924102

* The Hand Pump is included as an additional component for the proposed device to provide
mechanical force to the syringe used for saline delivery as compared to the predicates with
needle injection system which only utilized a syringe.

* The working diameter (1.3 mm) of the ERBELIFT Flexible Probe is smaller as compared to
the sheath working diameter (2.5 / 3.0 mm) for the Carr Lock Injection Needle System / I-
Snare System predicates. Also, the ERBELIFT Flexible Probe tip has a smaller inner
diameter of 0.120 mm as compared to the predicate 25 G needle tip with an outer diameter of
0.508 mm and an inner diameter of 0.241 mm used with the predicates.

* The materials used for the Flexible Probe and Hand Pump are different compared to the
predicates. The Flexible Probe is made of Nylon and stainless steel, whereas the Hand
Pump is made of Polyetheretherketone (PEEK) and Nylon. Medical grade inks / reducer are
used to imprint logos on the Probe. Additionally, a Genesolv S-T solvent is used to clean the
Probe tip prior to treatment.

Overall, the technological characteristics of the proposed device are different as compared to the
predicates that utilize a needle for injection. However, these technological characteristics are
comparable to that of the needle-free injection devices or jet injectors for the same intended use.
Using mechanical compression to force fluid through a small orifice, these needle-free injection
devices can produce high-pressure stream 76 to 360 pm in diameter (compared to 810 pm for a 21-
gauge needle) that could penetrate the skin and subcutaneous tissue.

The proposed system employs a needle-free mechanism and does not puncture the tissue. Instead,
the combination of the force of the saline applied via the Hand Pump / syringe combination and the
placement of the flexible probe enables for the saline to be inducted through the tissue and disperse
into the submucosal layer. This process allows the user to achieve their desired polyp lift. The
pressure and flow rate of saline delivery depend upon the speed with which the Hand Pump handle is
squeezed (the more times the users squeezes the handle over a given time the higher the pressure
and flow rate). However, each squeeze of the handle delivers 0.75 ml (approx.) saline, thus the user
has control of how much saline is being delivered.

The materials used for the proposed system have a history of safe medical use and the firm provided
adequate biocompatibility testing to substantiate these material changes (as summarized in Section
VIII of this Review Memo). Also, the firm provided ex-vivo and in-vivo performance testing (animal
based) to demonstrate the efficacy of the proposed device in comparison to the predicate K924102.
The performance data showed the device provides equivalent performance to the predicate with no
increased safety concerns. Based on the information provided, the design / material changes do not
raise any new questions in terms of safety or effectiveness of the proposed device.

Therefore, based on the information provided by the firm's submission, the ERBELIFT Hand Pump
and Flexible Probe is substantially equivalent to predicate devices cleared under K040961 and
K924102, with respect to indications for use, performance, and labeling and that the technological
changes do not introduce new safety or effectiveness questions as shown in the firm's submission
and summarized in this review memo.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT T Hand Pump and Flexible Probe

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription Use) Before submission TOC X
Truthful and Accuracy Statement . Section II, Page 1 X
510(k) Summary or 510(k) Statement Item 2, Sub-Tab 07Jul2009, Tab 7 X
Standards Form Section III, Pages 13-15 X

Note: Reference to "Tab 7" in the above table refers to the 3rd Party Review Binder. Section numbers
refer to the firm's original submission.
The above administrative documents were provided by the sponsor and found to meet the
FDA requirements at the present time.
A copy of the final Indications for Use Form and a copy of the final 510(k) Summary are
located behind the 3rt Party Submission Cover Letter in Tab I and copies of FDA form 3654 for
all standards referenced in the submission are located in Tab 2 of the Third Party Review
Binder.

Ill. Device Description

Is the device life-supporting or life sustaining? X

Is the device an implant (implanted longer than 30 days)? X

Does the device design use software? X

Is the device sterile? X* X.

Is the device reusable (not reprocessed single use)? X. X*

Are 'cleaning" instructions included for the end user? X

* The proposed ERBELIFT system consists of a Hand Pump and a Flexible Probe. The Hand Pump
is reusable and provided non-sterile, whereas the Flexible Probe is labeled for single use and
provided sterile. Adequate cleaning and reprocessing instructions for the Hand Pump are provided
in the Instructions for Use Manual (see Item 6, Sub-Tab 01JuI2009, Tab 7 of the Review Binder).

The ERBELIFT Hand Pump and Flexible Probe are used for the delivery of pressurized sterile normal
saline to the submucosa to lift polyps or other mucosal lesions. A control syringe (previously cleared
under K9201135) is intended to be used as an accessory with the proposed device; however it is not
provided with the device. The syringe is filled with sterile normal saline and is attached to the Flexible
Probe via a hub with a standard luer lock and loaded into the Hand Pump. The Probe is primed with
the saline and then its distal end is placed down the working channel of the endoscope. Under direct
visualization, the Probe's tip is placed against the target (submucosal) tissue without puncturing the
mucosa. The handle of the Hand Pump is squeezed to produce pressurized saline from the control
syringe and through the Probe into the submucosal bed of the polyp or lesion to achieve a desired
tissue lift.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT T Hand Pump and Flexible Probe

Device Specification
Component Dimensions Materials

Length: 8-3/4" (22 cm)
Hand Pump Thickness: 2-1/2" (6 cm) Nylon and stainless steel

Width: 6" (15 cm)
Polyetheretherketone (PEEK)

Flexible and Nylon (Medical grade inks
Probe Outer Diameter: 1.3mm and reducer are used to imprint

Inner Diameter (jet stream): 0.120 mm (120 pm) logos on the Probe)

The Hand Pump is a gun-shaped component with a handle and a barrel (Slot for Mounting a Syringe).
It is reusable and delivers approximately 0.75 ml of normal saline per squeeze of the handle. The
Flexible Probe consists of a handle with a standard Luer lock connection hub and catheter (tubing).
Its distal tip is tapered to approximately 0.005" and delivers a jet stream of 120 pm. It is provided as
sterile and labeled for single use. The Hand Pump with the Flexible Probe can generate pressures in
the approximate range of 145 to 650 psi which correlates to flow rates of 17 to 38 ml/minute. The
pressure and flow rate depend upon the number of times the handle is squeezed.

Note: The firm provided product pictures and engineering drawings for the proposed ERBELIFT Hand
Pump and Flexible Probe, which can be located in Section IV of the original submission.

IV. Indications for Use
The ERBELIFT Hand Pump in conjunction with an ERBELIFT Flexible Probe is indicated for the
induction of sterile normal saline into the submucosa to lift polyps or other mucosal lesions using
direct visualization through a flexible endoscope.

Discussion: The Indications for Use of the proposed ERBELIFT Hand Pump and Flexible Probe are
comparable to that of the predicates. Like the predicates, the function of the proposed device is the
same in that the devices are intended for the delivery of fluids into the submucosal tissue for
endoscopic purposes. The lifting medium (sterile normal saline) is a part of the types of solutions
identified for use with the predicates. There are no new indications.

Therefore, the proposed device is substantially equivalent to the predicates in this regard.

V. Predicate Device Comparison

The firm identified the following predicate devices:
K924102 [Cleared 25 Nov 19921, K040961 [Cleared 08 Jul 2004]

The firm has provided a comparison table in Section III (Pages: 5-10) of the original submission (as
shown in the below table). Review of the comparison tables show that the new device has the same
characteristics as the predicate devices and supports the sponsor's claims.

Predicate Devices Proposed Device
Characteristics (ERBELIFT~ Hand

Injection Needle Injection Needle/Snare Pump and Flexible
Probe)

Manufacturer and United States United States
510(k) Applicant Endoscopy Group, Inc. Endoscopy Group, Inc. Byr
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTh Hand Pump and Flexible Probe

Predicate Devices Proposed Device
(ERBELiFT TM HandCharacteristics (REIT M HnPump and Flexiblei Injection Needle Injection Needle/Snare Probe)

Probe)

510(k) Number K924102 K040961 TBD

Intended Use in Intended Use in The ERBELIFT Hand
510(k)*: 510(k)*: Pump in conjunction
The U.S. Endoscopy The dual lumen with an ERBELIFT
needle is indicated for Injector Needle Snare Flexible Probe is
use with flexible is indicated for use indicated for the
gastoscopes, with an Olympus or induction of sterile
colonoscopes, Microvasive active normal saline in the
sigmoidoscopes, cord for the injection of submucosa to lift
duodenoscopes, media for submucosal polyps or other mucosal
choledochoscopes, lift of polyps or other lesions using direct
nephrofiberscopes and mucosal lesions, using visualization through a
bronchoscopes for direct visualization, flexible endoscope.

Indications For Use aspiration of fluids or through flexible
tissue and for injection endoscope, prior to
of medications or dyes electrosurgical excision
into tissue. and for the infusion of

fluid for clearing away
the field of view,
applying dye spray,
clot removal, injection
of hemostatic agents to
control post-
polypectomy bleeding,
and tattooing of sites
for future surgical
purposes.

Materials

Plastic and Stainless
Hand Pump Not Applicable Not Applicable Steel

Plastics and Medical
Needle or Plastics, Teflon, Metal, Plastics, Metal, Grade Inks with
Probe Stainless Steel Stainless Steel Reducer

Physical Characteristics

A Gun Shaped Device
with a Handle and a

Hand Pump Not Applicable Not Applicable Slt f Monting aSlot for Mounting a
Syringe
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Predicate Devices Proposed Device
(ERBELIFT T Hand

Injection Needle Injection Needle/Snare Pump and Flexible
Probe)

Handle with a Handle with a Handle with a Standard
Standard Luer Lock Standard Luer Lock Luer Lock Connection

Needle or Connection Hub, Connection Hub, Hub and Catheter
Probe Catheter (Tubing) with Catheter (Tubing) with (Tubing)

Extension Needle Extension Needle and
Snare

Dimensions

Barrel Length:
8-3/4" (22 cm)

Width (Top of Barrel
and Handle):

Hand Pump Not Applicable Not Applicable and Hd)
6" (15 cm)

Thickness (Width of
Barrel):
2-1/2" (6 cm)

Working Length: 230 Working Length: 230 Working Length: 260
cm cm cm

Working Outer Working Outer Working Outer
Diameter (OD.): 2.5 Diameter (O.D.): 3.0 Diameter: 1.3 mm
mm mm

Tip Inner Diameter/
Needle Needle Stream: 0.120 mmi 120
Maximum Extension: 5 Maximum Extension: 5 pm

Needle or mm mm
Probe

Needle Gauge: Needle Gauge:
25 G (O.D. 0.508 25 G (O.D. 0.508
mm)/Inner Diameter- mm)/Inner Diameter-
Stream: Stream:
0.241 mm/ 241 pm 0.241 mm/ 241 pm

Snare Maximum
Extension Width: 2.5
cm

Unknown- Dependent Unknown- Dependent
Force / Upon Force Applied by Upon Force Applied by 145 to 650 psi/
Flow Rate Needle and on Plunger Needle and on Plunger 17 to 38 ml/minute

of Syringe of Syringe
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT T Hand Pump and Flexible Probe

Predicate Devices Proposed Device
Characteristics (ERBELIFTTM Hand

Pump and Flexible
Injection Needle Injection Needle/Snare Probe)

I ~~~~~~~Probe)

Labeling

Carton Label andHand Pump Not Applicable Not Applicable nsrton For Use
instructions For Use

Outer Packaging Outer PackagingOuePakgn~~~~~~Outer Packaging
Needle or La b er ang Pouch, Carton, and
Probe Labels and Labels and Case Labels as well as

Instructions For Use Instructions For Use Instructions For Use

Condition Provided/ Use Condition

Hand Pump Not Applicable Not Applicable Reuale
I I~~~~~Reusable

Needle or Sterile/Disposable- Same Same
Probe Single Use

Sterilization Method Used by Manufacturer

Hand Pump Not Applicable Not Applicable Not Sterilized

Needle or Ethylene Oxide Same Same
Probe _ Et h y l e n e Ox i d e

Cleaning/Disinfection

Method in Notes On
Hand Pump Not Applicable Not Applicable Ue

Use

Needle or Not Applicable Same Same
Probe

Syringe

[Not included with the
device - Deroyal;_Part
Number (P/N) 77-

Required Accessory Syringe Syringe 712391; Control
Syringe, 10 ml Male
Luer Lock Ring and
Finger Rings (3 Rings);
510(k) Number
K920135]
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFTTM Hand Pump and Flexible Probe

Predicate Devices Proposed Device
(ERBELIFT T MHandCharacteristics(EBLF HnPump and Flexible

Injection Needle Injection Needle/Snare Probe)Probe)

Medicinal Sub-stances Medicinal Sub-stances Sterile Normal Saline
and Solutions as and Solutions as
Follows: Follows: Note: Also, referred to
Sodium Morrhuate, Sodium Morrhuate, as 0.9%NaCl or
Sodium Tetrade- Sodium Tetrade- Physiological Saline. It

Delivered Medium/ cylsulfate, Ethy- cylsulfate, Ethy- is a specific
nolamine Oleate, nolamine Oleate, concentration of
Epinephrine, Botox, Epinephrine, Botox, "Hypertonic Saline".
Polidocanol, Ethanol, Polidocanol, Ethanol,
Sotrad-ecol, Absolute Sotrad-ecol, Absolute
Alcohol, India Ink, Alcohol, India Ink,
Hypertonic Saline, and Hypertonic Saline, and
Staining Media Staining Media

Endoscopic Patient

Target Population Candidates with Same SamePolyps or Mucosal
Lesions

Esophagus, Stomach,

Anatomical Site Duodenum, Small SameIntestine, and Large
Intestine

Guidance for Industry
and FDA Staff

FDocGumeantsed Unknown Unknown Format for Traditional
and Abbreviated

I__ _ _ _ _ _ _ _ _ _ I____________ 510(k)s, 8/12/05

The following maior differences were identified from the device to the predicate(s). A justification of
how these differences is determined that the device is substantially equivalent to the predicate is also
provided. All other differences are considered minor and a justification is not required.

1. The Hand Pump is included as an additional component for the proposed device to provide
mechanical force for saline delivery (fluid induction method) as compared to the predicates with
needle injection system.

2. The working diameter (1.3 mm) of the ERBELIFT Flexible Probe is smaller as compared to the
sheath working diameter (2.5 or 3.0 mm) of the predicates.

3. The ERBELIFT Flexible Probe tip has a smaller inner diameter of 0.120 mm as compared to the
predicate 25 Ga. needle tip with an outer diameter of 0.508 mm and an inner diameter of 0.241
mm. The working length of the Probe is 260 mm.

Discussion: The predicates (K040961 and K924102) utilize the force of the fluid (hand pushed
from the syringe) through the needle to lift polyps or other mucosal lesions. For the propsoed
device with a needle-free system, the Hand Pump is included to provide the force to the control
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFTTM Hand Pump and Flexible Probe

syringe for inducing the pressurized fluid into the submucosa to achieve desired lift. This
technological characteristic of the proposed device is comparable to that of the needle-free
injection devices or jet injectors Using mechanical compression to force fluid through a small
orifice, these needle-free injection devices can produce high-pressure stream 76 to 360 pm in
diameter (compared to 810 pm for a 21-gauge needle) that could penetrate the skin and
subcutaneous tissue.

Fig 1: Schematic of submucosal elevation achieved using
ERBELIFT Flexible Probe & Hand Pump

While the predicates employ needle system to puncture and penetrates the tissue, the proposed
device Probe is not intended to puncture the mucosa. Instead, the Probe is placed against the
mucosa and the hand pump handle is squeezed. With each squeeze of the handle, a fixed
volume of saline is released from the control syringe. The release of saline in the GI tract results
in the expansion of the surrounding tissues. However, within the GI tract, the mucosa, muscularis
proproa and the serosa do not retain the saline and hence do not allow for the formation of saline
bleb (localized collection of the fluid). Also, since the fluid property is to seek the path of least
resistance, the saline travels to the aerolar tissue of the submucosal layer. The submucosa is a
dense irregular layer of connective tissue with large blood vessels, lymphatics and nerves and is
located beneath the mucosa. It allows for the dispersion of saline and hence leads to formation
of a bleb of saline in the polyp bed. This bleb formation results in a marked elevation of the polyp
and thereby creates the lift (See Fig. 1).

The smaller outer diameter and fluid stream of the ERBELIFT Flexible Probe causes less
penetration damage to the tissue as compared to predicates. With the amplified force from the
Hand Pump, the saline disperses in the submucosa without actually puncturing the mucosal
tissue. Therefore the chances of complications like bleeding and laceration are comparatively
reduced as compared to the predicates. Also, the Performance (ex-vivo and in-vivo animal tests)
results demonstrated that there were no perforations with the use of proposed device (see
Section Xl of this Review Memo). Further, the working length of the flexible probe (260 mm) is
comparable to that of the predicate needles (230 mm). The design of the Hand pump and the
fixed volume of the saline (0.75 ml per squeeze of the handle) limit to allow the user to control the
saline delivery volume.

Therefore, the modifications of having a Hand Pump as well as a Flexible Probe (with a
smaller working diameter and tip configuration) do not raise any new concerns or impact
the safety or effectiveness of the device.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

4. The materials used for the Flexible Probe and Hand Pump are different compared to the
predicates.

Discussion: The proposed device flexible probe is made of Nylon and stainless steel, whereas
the hand pump is made of Polyetheretherketone (PEEK) and Nylon. Additionally, Medical grade
inks / reducer are used to imprint logos on the Probe and the Genesolv S-T solvent is used to
clean the Probe tip.

The firm provided adequate biocompatibility data (including the material specification
sheets and test reports, as summarized in Section VIII of this Review Memo) to
substantiate the change and there is not impact on safety or effectiveness of the device.

VI. Labeling
The firm provided labeling for the proposed device which can be located in Section V (Pages: 29-31)
of the original submission. The final version of the Instructions for Use manual can be located in Item
6, Sub-Tab 01Jul2009, Tab 7 of the Review Binder.

Overall, the labeling contains the following:

* Intended Use Statement
* Directions for Use
* Relevant Contraindications, Warnings, and Precautions
* Prescription Use Statement
* Marketing statements / claims

The Hand pump is a reusable component of the proposed device. It can be reused for up to 100
procedures and is required to be cleaned by wiping with water and hospital grade disinfectant prior to
each use.

Overall, the proposed device labeling provides adequate information for operating and reprocessing
the device. Adequate justification has been provided for the marketing claims and statements. The
user manual also outlines the steps for the device preparation and its usage with the endoscope.

Additionally, the firm provided predicate user manuals (see Section V of the original submission,
Pages: 1-28 for details) for comparison with the proposed device labeling. Review of predicate
labeling does not raise any new concerns that would impact the safety / effectiveness of the proposed
device.

Therefore, the proposed device is substantially equivalent to the predicates in this regards.

VII. Sterilization/Shelf Life/Reuse
The firm provided sterilization information for the proposed device, which can be located in Section
III, Page 31 of the original submission.

The proposed ERBELIFT system consists of a Hand Pump and a Flexible Probe. The Hand Pump is
reusable and provided non-sterile, whereas the Flexible Probe is labeled for single use and provided
sterile. The Sterilization Validation was carried out per the standard method described in ANSI /
AAMI / ISO 11135-1:2007. The method used is Ethylene Oxide sterilization and the Sterility
Assurance Level (SAL) is stated as 10-6.

Page 17 of 38
SD1.4.lq (16 Mar2009) Mandatory

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

The Probe is placed in a protective sheath and then packaged in a Tyvek Pouch, suitable for
Ethylene Oxide sterilization and designed for maintaining its integrity. The firm has stated that the
ethylene oxide residual levels will be evaluated per AAMI /ANSI / ISO 10993-7:1995 and that prior to
the distribution of the ERBELIFT Flexible Probe, the residual levels for each product will not exceed
the following:

Ethylene Oxide (EO) Ethylene Chlorohydrin (ECH)

20 mg in the first 24 hours 12 mg in the first 24 hours

There are no new concerns from the sterilization standpoint. Therefore, the proposed device
supports the substantially equivalent determination in this regard.

VIII. Biocompatibility
Biocompatibility information is included in Section III, Page 18 of the original submission. The
proposed ERBELIFT Flexible Probe is categorized as being in limited contact (<24 hours) with
gastrointestinal tissue during Endoscopic Surgery (Note: Contact time ranges from a few seconds to
five (5) minutes).

The firm provided compliance assessment for ISO 10993-1 in Section III, Page 16 of the original
submission. Additionally, an expert report from Dr. Bill Bradbury was provided to address the
biocompatibility of the direct / indirect patient contacting materials. The report provided information
regarding the long history of their biocompatibility as well as their use in medical applications (e.g.,
disposable medical instruments, such as catheters and shunts), The report can be located in Item 4,
Sub-Tab 01 Jul 2009, Tab 7 of the Review Binder.

The firm provided MEM elution report to demonstrate the cytotoxicity testing of the Flexible Probe.
The results demonstrated that the materials are non cytotoxic.

Material (including adhesives) Summary of Testing
Victrex Polyetheretherketone (PEEK) MEM Elution Test (Cytotoxicity Testing)
Nylon 11 (white) Cell Line: Mouse Hetroploid Connective Tissue (L-929)

Incubation Period: 72 + 3 hours at 37 + 1 °C
Colorcon MD-1 185 No-Tox Black Ink Amount tested / Sample extract: 200.5 cm2 / 66.8 mL
and Colorcon MD-1210 Reducer Result: Non cytotoxic

Genesolv-ST Solvent See Item 4, Sub-Tab 01 Jul 2009, Tab 7 of the Review
Binder for details

Note: the firm stated that the biocompatibility testing was performed on the final finished sterile
Flexible Probe and as per GLP guidelines.

Below is the summary of the component materials that are intended for direct and indirect patient
contact.

Victrex PEEK (Polvetheretherketone)
The Catheter Shaft and the tip of the Flexible Probe are made of Victrex PEEK, which is the same
material used for the Catheter Shaft of the ERBEJET2 Flexible Probe (previously cleared under
K072404). The Probe tip may come in brief contact with the tissue compromised during injection of
the saline, however; it is not intended to penetrate the tissue. The Shaft passes through a lumen in
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the endoscope and only a couple of centimeters of the shaft and the tip, exiting the distal end of the
endoscope, will have direct contact with the gastrointestinal mucosal tissue.

Nylon 11 (White)
The Luer Hub is made of white Nylon 11 and is over-molded onto the proximal end of the 260 cm
long catheter shaft. The Hub and strain relief are on the outside of the proximal end of the Probe and
have no direct contact with gastrointestinal tissue of the patient. The inner lumen of the Hub has
indirect contact through the normal saline that passes through the Probe and is force-induced into the
tissue. A material specification sheet has been provided for Titanium dioxide, which is a pigment
added to form Nylon 11 (White).

Colorcon Black Ink (MD-1 185) & Colorcon Reducer (MD- 1210)
They are used to print the ERBE Logo on the distal tip of the Probe and hence have a direct contact
with the gastrointestinal mucosal tissue.

Genesolv-ST solution
It is used to clean a portion of the distal tip of the Probe, prior to printing and hence will have a direct
contact with the mucosal tissue.

The firm provided material specification sheets for the above mentioned direct / indirect patient
contacting materials which can be located in Item 5, Sub-Tab 01 Jul 2009, Tab 7 of the Review
Binder.

Note: The strain relief for the Probe is made of Nylon 11 (clear), which is a non-patient contacting
material. The Genesolv-ST cleaner, Colorcon MD-1185 black ink, and Colorcon MD-1210 reducer
have a history of safe use (e.g. with Medron Inc.'s processing of BARD Access System Catheters
such as Groshong & PerQ-Cath Medline Catheters and Power Pic Solo Catheters).

The above information supports the biocompatibility and safe patient use for the ERBELIFT Flexible
Probe. There is minimal to no-risk of adverse biocompatibility concerns from the 5 minute or less
contact with the gastrointestinal environment.

Based on the history of safe use of these materials as shown in the firm's compliance assessment,
the expert report from Dr. Bill Bradbury and the Cytotoxicity testing (MEM Elution) report, there are no
new concerns impacting safety / effectiveness regarding biocompatibility and omission of
Sensitization and Irritation tests is justified.

Therefore, the proposed device is substantially equivalent to the predicates in this regard.

IX. Software

N/A - No software

Page 19 of 38 ' f
SD1.4.lq (16 Mar 2009) Mandatory

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Present &
Item Acceptal? Location in SubmissionAcceptable?

Electrical Safety NIA N/A

Electromagnetic Compatibility N/A N/A

Included as part of

Mechanical YES performance testing -
device operated as

intended

Consensus Standards
The manufacturer identified the following consensus standards as being used in the design and
testing of the device:

STANDARD DESCRIPTION

AAMI / ANSI / ISO Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
10993-7:1995 Sterilization Residuals. [Recognition No. 14-76]

EN 980:1996 + A1:1999 + Graphical Symbols for Use in the Labeling of Medical Devices.
A2:2001 [Recognition No. 5-32]

ANSI / AAMI / ISO Biological evaluation of medical devices - Part 1: Evaluation and
10993-1:2003 testing. [Recognition No. 2-98]

Packaging for terminally sterilized medical devices - Part 2:
AAMI I ANSI / ISO Validation requirements for forming, sealing and assembly
11607-2:2006

processes, led. [Recognition No. 14-294]

MAMI I ANSI / ISO Sterilization of health care products - Ethylene oxide - Part 1:
11135-1:2007 Requirements for the development, validation, and routine control of

a sterilization process for medical devices. [Recognition No. 14-228]

Medical devices - Application of risk management to medical
ISO 14971:2007 devices. [Recognition No. 5-40]

XI. Performance Testing - Bench

The firm provided Performance / Animal Testing in Section III, Page 26 of the original submission. It
is a comparative study between the proposed ERBELIFTTM system and the predicate Needle
Injection System (K924102) for submucosal elevation (lift) in ex-vivo and in-vivo porcine models. A
summary of this testing is provided below:

Purpose:
To determine whether a hand-pump needle-free elevation system will affect procedure time and
generate tissue elevation without complication when compared to a needle system.
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Test Method:

A) Ex-Vivo Study

For the ex-vivo study, 10 tissue elevations were performed by 5 endoscopists (2 master clinicians, 2
trainees and 1 novice), using 10 ml of blue-colored normal saline. 5 elevations were performed with
the proposed needle-free induction system and 5 with a predicate needle injection system in a
porcine stomach model. Each endoscopist was randomly assigned an individual, freshly harvested
stomach from a Yorkshire pig (> 25 kg) and the following parameters were measured:

* Flow rate (ml/s),
* Height of elevation (mm)
* Procedure duration (s)
* Perforation rate
* Ease of use (simple, fair, unacceptable)
* Accuracy of elevation placement (within > 3mm, 3mm, < 3mm of intended target)
* Diameter of bleb (2 axis in mm)

Fig 2.a: Schematic of Ex-vivo study conducted using proposed ERBELIFT system

The above figure displays a schematic of the ex-vivo test conducted using proposed ERBELIFT
system. The flexible probe is placed against the mucosa without puncturing it. Once the probe is in
place, the handle of the Hand pump is squeezed to deliver a fixed volume of saline into the
submucosal polyp bed.
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Fig 2.b: Schematic of Ex-vivo study conducted using predicate Carr Locke injection needle system

The above figure displays the schematic of ex-vivo test conducted using predicate needle system.
The needle is placed against the target tissue and the mucosa is then punctured by the needle tip to
deliver the saline in polyp bed.

Note: The volume (10 ml) of saline for the ex-vivo studies does not reflect the actual amount to be
administered for the device use. This volume is selected solely to demonstrate the comparison
between the proposed device and the predicate.

B) In Vivo Study

For the in-vivo study, 20 tissue elevations were performed by 3 endoscopists (master clinicians, 1
trainee and 1 novice), using 1.5ml of blue-colored normal saline.

Fig 3.a: Schematic of In-vivo study Fig 3.b: Schematic of In-vivo study
conducted using the proposed conducted using predicate Carr Locke
ERBELIFT system iniection needle system

77~~~~~~~~~~~~~~~~~~~~~~~~~~7
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Ten (10) elevations were performed with the proposed needle-free elevation system and 10 with
predicate needle injection system in a live porcine model (a >25 kg Yorkshire pig). The following data
points were measured:

* Flow rate (ml/s)
* Perforation risk at maximum force

Note: The volume (1.5 ml) of saline for the in-vivo studies does not reflect the actual amount to be
administered for the device use. This volume is selected solely to demonstrate the comparison
between the proposed device and the predicate.

Results:

The results obtained from the ex-vivo and in-vivo tests are summarized below:

Predicate Carr
Proposed ERBELIFT Locke (Injection Results / Statistical~,arafre~tersTested (Needle Less group) Needle group) Analysis

K924102
Ex- Vivo Study

Mucosal lift Mucosal lift was
(independent of the Accomplished in 100% Accomplished in 92% accomplished in greater
endoscopist skill cases cases number of cases, using
level) the proposed device

Testing with the
Perforations None proposed devicedemonstrated no

perforations
p = 0.02

Ease of use in 92% cases in 64% cases proposed device
(Simplicity) reported comparatively

easier / simpler to use
1 = 0.01

Accuracy < 3mm in 100% cases 3mm in 76% cases proposed device
reported comparatively
accurate
p = 0.72

Height of elevation 15.27 ± 4.99 mm 15.84 ± 5.5 mm hence no statistical
difference
p = 0.1

Flow rate 0.61 ± 0.09 ml/s 0.53 ± 0.23 ml/s hence no statistical
difference
p<0.01
use of proposed device

Total procedure time 19.36 ± 3.35 sec. 28.2 ± 8.85 sec. resulted in
comparatively lower
procedure time
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Predicate Carr
Proposed ERBELIFT Locke (Injection Results I Statistical

Parameters Tested (Needle Less group) Needle group) Analysis
K924102

p = 0.03
the maximum lift

Maximum lift diameter was40.18±10.26 mm 33.03 ± 11.31 mm comptel hgediameter comparatively higher
with the proposed
device

In- Vivo Study
p = 0.36

Flow rate 0.39 ± 0.05 ml/s 0.36 ± 0.07 ml/s hence no statistical
difference
Testing with the

Perforations (at None proposed device
maximum force)* demonstrated no

perforations

* Based on input from the firm - In the in-vivo study one of the endpoints was "perforation at maximum
force". In a discussion with the firm and confirmed by email the firm explained that in the in-vivo study
one of the endpoints was "perforation at maximum force". In the conversation, this was defined as
the maximum pull / activation force applied to the trigger of the hand pump by the user who is also
deliberately ignoring the visual tissue effect - essentially simulating negligent use of the product.
The purpose of this endpoint within the in-vivo study was to simulate if a perforation (worst case
failure mode) of the tissue could occur when the device is not operated per the intended use - i.e. if
an untrained user, activates the trigger of the hand pump in a negligent manner (quick, strong pull
force) in a thin walled tissue area, which does not require a high pull force to achieve a submucosal
lift under direct visualization. The results were such that no perforations were caused.

Conclusion I Discussion:

The results show that the proposed needle-free system is comparable to the predicate in terms of
flow rate and height of elevation. Also, the wall of the pig lumen is thin as compared to that of
humans.

The distended bowel wall has a total thickness of 1.5 mm. Each layer (mucosa, submucosa and
muscularis propria) is approx. 0.5 mm thick.

Since the ex-vivo / in-vivo tests showed no perforations in the pigs, there are no new concerns of
safety / effectiveness for use in humans. The comparatively thicker lumen wall in the humans will
withstand the mechanical force for saline induction with no greater risk of perforations than that of the
predicate devise.

Overall, the proposed device functions as intended and there are no new safety or
effectiveness concerns from performance standpoint. Therefore, the proposed device is
substantially equivalent to the predicate in this regard.
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XII. Performance Testing - Animal

The firm provided Animal Testing in Section III, Page 26 of the original submission. Please note that
the ex-vivo and in-vivo studies discussed above (section XI of this Review Memo) were conducted on
Yorkshire pigs and therefore they are representative of the Animal Testing. As discussed above,
there is no impact on the safety or effectiveness of the device.

Therefore, the proposed device is substantially equivalent to the predicate in this regard.

XIII. Performance Testing- Clinical

N/A - No clinical data relied upon to determine substantial equivalence.

XIV. Substantial Equivalence Discussion

Yes No

1. Same Indication Statement? X If YES = Go To 3

2. Do Differences Alter The Effect Or Raise New Issues of
Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5

4. Could The New Characteristics Affect Safety Or X If YES = Go To 6
Effectiveness?

If NO = Go To 8
5. Descriptive Characteristics Precise Enough? if YES = Stop SE

6. New Types Of Safety Or Effectiveness Questions? X If YES = Stop NSE

7. Accepted Scientific Methods Exist? X If NO = Stop NSE

8. Performance Data Available? X If NO = Request Data

9. Data Demonstrate Equivalence? X Final Decision: SE

Note: See Appendix Al.1 for the Flowchart to assist in decision-making process. Please complete
the following table and answer the corresponding questions. "Yes" responses to questions 2, 4, 6,
and 9, and every "no" response requires an explanation.

1. Explain how the new indication differs from the predicate device's indication:
Same indication(s) statement

2. Explain why there is or is not a new effect or safety or effectiveness issue:

NA

3. Describe the new technological characteristics:
The new device utilizes "jet injection" technology rather than needle based injection. In the
subject device, saline is forced through a blunt tipped probe having a 120 pm inner
diameter that is in direct contact with the mucosal tissue, The force to the saline is
generated by a hand pump in which a syringe containing saline is loaded. The saline is
inducted through the mucosal layer (path of least resistance) into the submucosal tissue
where the bleb forms.

qo
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4. Explain how new characteristics could or could not affect safety or effectiveness:
The new characteristics have the potential to impact both the safety and effectiveness of
the device. The safety concerns related to perforation / laceration exist and the device's
ability to generate acceptable polyp lift equivalent to that of the predicate is an
effectiveness concern.

To address these concerns the firm provided results from animal testing (ex-vivo and in-
vivo testing) to demonstrate equivalent performance of the subject device to the predicate
device. The results from the testing, as summarized on page 23 of this review memo,
show that the subject device performed equivalently to the predicate and did not result in
any tissue perforations or lacerations.

5. Explain how descriptive characteristics are not precise enough:
NA - Descriptive characteristics are not precise enough to demonstrate that the proposed
device can achieve submucosal elevations (polyp lift) comparable to that achieved with
predicate needle system and without elevating the risk of perforations.

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not
new:

No new safety or effectiveness questions are raised with the change in technology to the
subject device as compared to the predicate device. The safety concerns related to
perforation / laceration exist and the device's ability to generate acceptable polyp lift
equivalent to that of the predicate is an effectiveness concern. These are the same issues
that the predicate device presented.

7. Explain why existing scientific methods can not be used:
NA

8. Explain what performance data is needed:
Performance / animal data is needed to demonstrate that the proposed device functions as
intended and that it does not increase the risk of perforations. The following parameters:
accuracy, flow rate, perforation risk, bleb diameter and height of submucosal elevation
should be considered.

9. Explain how the performance data demonstrates that the device is or is not substantially
equivalent:

The ex-vivo and in-vivo animal tests demonstrate that the proposed device is comparable
to the predicate (K924102) in terms of accuracy, flow rate, perforation risk, bleb diameter
and height of submucosal elevation.

Overall, the performance / animal data demonstrated that the proposed device functions
as intended and the change in technological characteristic does not raise new concerns for
safety or effectiveness of the device. Therefore, the proposed device is substantially
equivalent to the predicate in this regard.
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XV. Deficiencies

Item Description of Deficiency

1. Location: Missing - Standards Data Report for 510(k)s

Finding: In Section I, Page 6 of your submission you make reference to standards
EN 980 and ISO 11607-2. The FDA requires that Form 3654 be included
with all 510(k) submissions that reference a national or international
standard. A separate form is required for each standard referenced in the
510(k). Please complete the identified form for EN 980 and ISO 11607-2.
The form is available on the FDA website at the following link:
http://www.fda.qov/downloads/AboutFDoAReportsManualsForms/Forms/U
CM081667.pdf

Note: Please reference the amendments (A1:1999 and A2:2001) in the
standard title for EN 980.

Response: Form 3654 for ISO 14971, EN 980, 11607-02 (That is Standards in
Section I, Page 6 in which Forms 3654 were not completed) were not
submitted in the 510(k) for the Standards because the Form for these
Standards cannot be accurately completed (Note: There is no test data,
etc. involved with these standards.). These standards provide guidance
for risk analysis, using international symbols on labeling, and validating
packaging respectively. I have spoken with FDA regarding this matter
and was told to use the Form and Summary Report for Standards in
applicable situations.

As requested amendments (A1:1999 and A2:2001) were included in the
standard title for EN 980 on Section I, Page 6. See Exhibit 1.

Closed Out: 06 Jul 2009

The firm indicated that in previous submissions to the agency, the agency
FDA guided them to utilize the 3654 Form and Summary Reports for such
standards in "applicable situations" and that the form was not needed for
the referenced standards. Based on this, the firm did not include 3654
forms / summary reports for the ISO 14971, EN 980 and ISO 11607-2
standards.

Additionally, the firm revised the title for EN 980 to include the
amendments (Al:1999 and A2:2001). Section I, Page 6 (CDRH
Coversheet) was revised to reflect this change. The response addressed
the deficiency.

See Item 2, Sub-Tab 01Jul2009, Tab 7 of the Review Binder for details.
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Item Description of Deficiency
2. Location: Missing - Summary Reports

Finding: In Section III, Pages 13-15, you have provided FDA Form 3654 for ISO
10993-1, ISO 11135-1 and ISO 10993-7. Per these forms, summary
reports are stated to be provided. However, no such reports could be
located in the submission. Please provide summary reports for the above
mentioned standards to demonstrate the extent of conformance of these
standards.

Response: A Summary Report was completed as Declaration of Conformance with
Consensus Standards for each of the above Standards. See Page 111-16
for ISO 10993-1. ISO 11135-1 and ISO 10993-7 are Standards that
involve sterilization guidelines (i.e., EO validation and EO residuals). The
Declaration of Conformance with Consensus Standards for ISO 11135-1
and ISO 10993-7 Standards were provided on Page 111-17. Also, the
involved Sterility Information regarding these Standards is provided on
Page 111-31. In the past, providing the Summary Reports in this manner
was acceptable to FDA.

Closed Out: 06 Jul 2009
The firm clarified the location of declaration of conformance and summary
reports for the following standards: ISO 10993-1, ISO 11135-1 and ISO
10993-7.

The declaration of conformance for ISO 11135-1 and ISO 10993-7 was
provided on Page 17 of Section III of the original submission. A common
summary report with Sterility information associated with these standards
was provided on Page 31 of Section III of the original submission.

Also, the compliance assessment and declaration of conformance for ISO
10993-1 was provided on Page 16 of Section III of the original
submission. Additionally, the firm provided the MEM Elution report to
demonstrate the Cytotoxicity testing for the proposed Flexible Probe. The
response addressed the deficiency.

See Item 4, Sub-Tab 01Jul2009, Tab 7 of the Review Binder for details.
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Item Description of Deficiency

3. Location: Section III, Page 4 - 510(k) Summary (Conclusions)

Finding: You have stated that the technological characteristics of the proposed
ERBELIFT system are 'similar' as compared to the predicates. However,
in reviewing the submission the technological characteristics of the
proposed needle less system are significantly different as compared to
the predicates with needle system. Please update this section to state
the technological characteristics as 'different' and provide a revised
510(k) summary.

Response: The conclusion was revised. See Exhibit 2.

Note: The entire 510(k) Summary was provided in the Exhibit without the
'Confidential" identifier so that it could be used for FDA's posting of the
510(k).

Closed Out: 08 Jul 2009

The firm provided a revised 510(k) summary, without the "Confidential"
identifier so that it could be used for FDA's posting of the 510(k). The
"Conclusions" section of the summary was modified to identify the
technological characteristics of the proposed device as "different" from the
predicates. The response addressed the deficiency.

See Item 3, Sub-Tab 01Jul2009, Tab 7 of the Review Binder for details.
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Item Description of Deficiency
4. Location: Section III, Page 17 - Declaration of Conformance with Consensus

Standards

Finding: You have not listed the consensus standards ISO 14971, EN 980, ISO
11607-2 and ISO 10993-7 in the 'Declaration of Conformance'. However,
these standards have been identified in the Utilization of Standards page
of the CDRH Cover Sheet (Section I, Page 6). Please provide a revised
'Declaration of Conformance with Consensus Standards' identifying all
applicable standards or include rationale as to how the standards are
used.

Response: ISO 10993-7 was included as a Declaration of Conformance with
Consensus Standards on Page 111-17. Again, ISO 14971, EN 980, ISO
11607-2 are Standards that provide guidance for risk analysis, using
international symbols on labeling, and validating packaging respectively;
therefore, Declaration of Conformance with Consensus Standards for
these Standards is not applicable.

Closed Out: 06 Jul 2009
In reviewing the response, the firm clarified that ISO 10993-7 was
included in Declaration of Conformance (Section III, Page 17 of the
original submission). The additional standards: ISO 14971, EN 980 and
ISO 11607-2 provide guidance for risk analysis, using international
symbols on labeling, and validating packaging, respectively. Therefore,
the firm stated that the Declaration of Conformance for these additional
standards is not applicable. See close out comment for Item #1 of this
report relating to completion of form 3654 for the additional standards
noted. The response addressed the deficiency.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency
5. Location: Section III, Page 19 - Biocompatibility Testing

Finding: You have provided a summary of biocompatibility for individual materials
of the proposed device. For biocompatibility assessment, FDA
recommends that the test articles be extracted from the finished, sterilized
device. Also, there may be possible contamination while assembling the
device. Please explain as to how the data provided demonstrates the
biocompatibility of the finished sterilized device. Alternatively, please
provide a revised biocompatibility testing for the final finished device.
Per, Use of International Standard ISO-10993, 'Biological Evaluation of
Medical Devices Part 1: Evaluation and Testing', the following tests are
recommended for the proposed device: Cytotoxicity, Sensitization and
Irritation (or Intracutaneous Reactivity). The compliance assessment and
the basis provided for individual materials are not adequate to justify the
omission of Sensitization and Irritation tests. Please provide a detailed
explanation as to how the omission of these tests will not affect the
biocompatibility of the finished device. Alternatively, please provide
biocompatibility reports for Sensitization and Irritation tests. Please
reference the standard* as applicable for specific tests and ensure that all
the test reports follow the extent of regulation of respective standard.
Also, please include a separate form 3654 for additional standards (if any)
that are referenced in the submission.
*Per the FDA website, ISO 10993-10 is the recommended

biocompatibility standard for irritation and delayed-type hypersensitivity
tests.

Also, per extent of regulation for ISO 10993-1, ccompliance with FDA
Good Laboratory Practices (GLPs) regulation is required. Please revise
the biocompatibility section to indicate that the testing is done in
accordance with GLP guidelines.
Additionally, there are references to the cytotoxicity and biocompatibility
risk assessment reports in the submission; however no such reports could
be located. Please provide these reports, since they are necessary for
assessing biocompatibility.
Note: Please revise the Utilization of standards list in the CDRH
Coversheet and the Declaration of Conformity to reflect the identification
of additional standards.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency
Response: The materials for the Flexible Probe were chosen based upon their long

history of biocompatibility as well as their use in medical applications
(e.g., many disposable medical instruments, catheters, shunts, etc. use
these materials.). Our initial assessment of the need to only perform
Cytotoxicity was confirmed by a Biocompatibility Risk Assessment
generated by an independent expert (Dr. Bill Bradbury). See Exhibit 3.1.

Prototype samples (Note: The entire Flexible Probe) were prepared by
our contract manufacturer using the same manufacturing processes that
will be employed for the finished medical device. These samples were
sent to a contract testing laboratory. The Flexible Probes were sterilized
(sterilization representing greater than 2X) and then the Cytotoxicity
(MEM Elution) testing was performed. Reactivity was o"0 (Note:
Sterilization and Testing was done under GLP.). See Exhibit 3.2.

Closed Out: 08 Jul 2009
The compliance assessment for ISO 10993-1 was provided earlier, in
Section Ill, Page 16 of the original submission. Additionally, the firm
provided the Biocompatibility Risk Assessment generated by an
independent expert (Dr. Bill Bradbury) to address the biocompatibility of
the direct / indirect patient contacting materials. The report provided
information regarding the long history of their biocompatibility as well as
their use in medical applications (e.g., disposable medical instruments,
catheters, shunts, etc.). Additionally, the firm provided material
specification sheets for all the direct / indirect patient contacting materials
(PEEK, Nylon 11, titanium dioxide, Genesolv S-T solution, Colorcon MD-
1185 and Colorcon MD-1120). Based on the history of safe use of these
materials and the firm's biocompatibility compliance assessment, the
omission of Sensitization and Irritation tests is justified.

Also, the firm provided MEM elution report to demonstrate the cytotoxicity
testing of the Flexible Probe. The results demonstrated that the materials
are non cytotoxic. Additionally, the firm stated that the biocompatibility
testing was performed on the final finished sterile Flexible Probe and as
per GLP guidelines.

Therefore, based on the compliance assessment, the expert report from
Dr. Bill Bradbury and the cytotoxicity testing (MEM Elution) report, there
are no new concerns impacting safety / effectiveness from the
biocompatibility standpoint. The response addressed the deficiency.

See Items: 4 & 5, Sub-Tab 01Jul2009 and Item 3, Sub-Tab 07Jul2009,
Tab 7 of the Review Binder for details.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT TM Hand Pump and Flexible Probe

Item Description of Deficiency

6. Location: Section III, Page 20 - Materials Used

Finding: Per FDA Guidance Document for the Traditional 510(k) dated August 12.
2005, it is recommended that adequate material information be provided
for all the device components that come into direct or indirect contact with
the patient. Please provide material designation and manufacturer
information for the following materials: Nylon 11 (Clear) and Nylon 11
(White).

Also, please clarify the model number of Polyetheretherketone (PEEK)
and provide material specifications sheet for the Colorcon MD-1 185 and
Colorcon MD-1210.

Additionally, please identify the K number of the control syringe intended
to be used as an accessory with the proposed device.

Response: As provided in the biocompatibility study (See Page 111-20), PEEK, Nylon
11 White, Genesolv S-T (Solvent), and Colorcon MD-1185 as well as
MD-1210 (Printing Ink and Reducer) are the materials that have the
potential of indirect and/or direct patient contact (Note: Not Nylon Clear).
The requested additional material information is as follows:

PEEK: Victrex® PEEK Type 381 G, Natural [Material Safety Data Sheet
(MSDS) CAS#31694-16-3 - 381G] (See Exhibit 4.1}

Nylon 11 White: Elf Atochem North America Nylon 11 (Clear) [MSDS
CAS# - 25587-80-8 - Part# 0096 - Medron] with Whittaker, Clarke, and
Daniel Inc. 0.9 wt.% Titanium Dioxide (TiO 2) [MSDS CAS # 13463-67-7]
(See Exhibit 4.2}

Genesolv ST (Solvent): Honeywell Genesolv S-T [MSDS] (See Exhibit
4.3}

Colorcon MD-1185 as well as MD-1210 (Printing Ink and Reducer):
Colorcon Black Ink (MD-1185) & Colorcon Reducer (MD-1210) [MSDSs]
(See Exhibit 4.4}

Note: For additional information in regards to materials of the
device and as well as indirect and direct patient exposure reference
Page IV-5 (Device Drawing), Pages 111-18 to 111-26 (Biocompatibility
Study) and Exhibit 3.1 (Biocompatibility Risk Assessment by
Independent Expert Dr. Bill Bradbury)

Control Syringe: Deroyal;_Part Number (P/N) 77-712391; Control Syringe,
10 ml Male Luer Lock Ring and Finger Rings (3 Rings); 510(k) Number
K920135
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT"M Hand Pump and Flexible Probe

Item Description of Deficiency
Closed Out: 06 Jul 2009

The firm identified the model number of Polyetheretherketone (PEEK) as
Victrex® PEEK Type 381G, Natural. Also, the firm provided material
specification sheets for the all the directt indirect patient contact materials,
namely PEEK, Nylon 11, Genesolv S-T solution, Colorcon MD-1 185 and
Colorcon MD-1120.

Additionally, the K number for the control syringe was identified as
K920135 (Deroyal;_Part Number (P/N) 77-712391; Control Syringe, 10 ml
Male Luer Lock Ring and Finger Rings). The response addressed the
deficiency.

See Item 5, Sub-Tab 01 Jul2009, Tab 7 of the Review Binder for details.

7. Location: Missing - Contraindications (Instructions for Use Manual: Proposed
Labeling)

Finding: Per labeling provided on Page 4, the use of the predicate K924102 is
contraindicated for uncooperative patients and/or patients with severe
coagulopathy. Also, as stated on Page 23, the contraindication for the
predicate K040961 include those specific to any endoscopic procedure,
uncooperative patients, and patients with coagulopathy. In reviewing the
Instructions for Use Manual for the proposed device, there are no
contraindications provided.

Please provide revised labeling with the contraindications included or
provide a rationale explaining why you feel the contraindications are not
applicable to your device.

Response: The statement, "Contraindications: The use of these devices is
contraindicated for uncooperative patients and/or patients with severe
coagulopathy.", was added to the labeling (Instructions For Use). See
Exhibit 5.

Closed Out: 06 Jul 2009
The firm provided revised Instructions for Use manual, including the
following contraindication: "the use of these devices is contraindicated for
uncooperative patients and/or patients with severe coagulopathy." The
response addressed the deficiency.

See Item 6, Sub-Tab 01Jui2009, Tab 7 of the Review Binder for details.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTh Hand Pump and Flexible Probe

Item Description of Deficiency
8. Location: Section V, Pages 32 - Safety Precautions I Warnings

Finding: The predicate labeling provided for comparison contains precautions/
warnings specific to endoscopic procedures and handling of the device.
However, the proposed labeling does not include these warnings/
precautions. Since, the proposed device employs a comparable
endoscopic procedure (except for needle injection), please revise the
labeling to include relevant warnings / precautions.

Response: I have meticulously reviewed the "Warnings and Precautions" in the
labeling of the predicates for statements which are applicable in our
labeling. I find that I have included all necessary statements as "Safety
Instructions- Warnings" as follows:
Training, not using damaged product, not using product in which there
may be a package integrity issue, not using product beyond its expiration,
etc. (Note: All of these statements were considered as a result of our risk
assessment.).

Many statements in the "Warnings and Precautions" for the predicate
devices actually do not belong in the section (e.g., the device being single
use, compatibility of working channel scope size, solution types, etc.).
The information is instructional in nature and diminishes the effectiveness
of the "real" Warnings and Precautions in the predicate labeling.
Therefore, as directed by FDA, some of the statements in the predicate
labeling Warnings and Precautions section are included in our labeling
but not in our "Safety Instructions- Warnings" section.

Closed Out: 06 Jul 2009

In reviewing the response, the safety warnings and precautions, as
applicable for any endoscopic procedure, were incorporated in the
Instructions for use manual. They have not been discussed in a separate
section. Instead, they are included within the directions for use of the
proposed device. The response addressed the deficiency.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.
Product: ERBELIFT TM Hand Pump and Flexible Probe

Item Description of Deficiency
9. Location: Section V, Pages: 34 & 35 - Marketing Statements I Claims

Finding: The marketing statements / claims for the proposed device state:

* An easier and less demanding method of generating force to
drive the fluid into the sub mucosa

* Flexible probe - connecting hub with standard luer lock that is
winged which allows easy connection to the syringe, especially
with wet gloves.

The information provided in the submission does not support any of the
above mentioned claims. Please remove these claims or provide
scientific explanation to substantiate them. Please note that claims of this
nature typically require clinical data for substantiation. If such data is
needed, the device will not be eligible for 3rd Party Review and will need
to be withdrawn and submitted directly to FDA.

Also, on Page 35, you claim that "in larger working channel scopes, the
Probe may be able to be passed down alongside another instrument."
Please provide a scientific discussion and supporting information as to
how the integrity of the probe will remain unaffected with the presence of
another instrument within the working channel. Alternatively, please
remove this claim and revise the section.

Response: Substantiation of Claim: "An easier and less demanding method of
generating force to drive the fluid into the submucosa."
Pulling the trigger of the ERBELIFT Hand Pump ergonomically designed
pistol grip hand pump allows for less activation force to push the plunger
of the syringe compared to an in-line motion like when the user uses their
hand force applied to syringe connected to an injection needle.

Substantiation of Claim: "Flexible Probe - connecting hub with
standard luer lock that is winged which allows easy connection to
the syringe."
The winged luer lock on the ERBELIFT Flexible Probe provides more
surface area for the user's fingers to grasp onto when twisting the luer to
lock or unlock - this additional winged surface area is not available on
standard leur locks used on the injection needles.
Note: "especially with wet gloves" was removed from the statement.
See Exhibit 6.

"In larger working channel scopes, the Probe may be able to be
passed down alongside another instrument." was removed from the
list. See Exhibit 6.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT'TM Hand Pump and Flexible Probe

Item Description of Deficiency

Closed Out: 06 Jul 2009

The firm provided adequate information to substantiate the following
marketing statements / claims:

* An easier and less demanding method of generating force to
drive the fluid into the sub mucosa

* Flexible probe - connecting hub with standard luer lock that is
winged which allows easy connection to the syringe
(Note: the phrase "especially with wet gloves" was removed from
the statement)

Also, the claim "In larger working channel scopes, the Probe may be able
to be passed down alongside another instrument" was removed from the
submission. The response addressed the deficiency.

See Item 6, Sub-Tab 01 Jul2009, Tab 7 of the Review Binder for details.

10. Location: Throughout Submission - Classification Identification

Finding: The classification for the device is identified as 876.1500 (FBK) and / or
880.5430 (KZE). Please revise all documents (e.g. CDRH cover sheet,
summary, etc.) to identify the classification as the 876.1500 (FBK) or
revise to include both classifications and a detailed discussion supporting
the classification designation.

Response: All documents in the submission were changed to identify the device's
classification as only 876.1500 (FBK). See Exhibit 7 (Also Exhibit 2).

Closed Out: 08 Jul 2009
The firm identified the proposed device classification as 876.1500 (FBK)
and revised the affected pages (of the CDRH Coversheet, Form 3674 and
submission summary) to reflect this change. The response addressed
the deficiency.

See Item 7, Sub-Tab 01Jul2009, Tab 7 of the Review Binder for details.

END

XVI. Contact History
See Appendix A1.2 for copies correspondence between third party and the firm.
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FROM :INTERTEK - ETL SEMKO - MPK FRX NO. :6584632910 Sep. 28 2009 10:42AM P1

Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product ERBELIFTTm Hand Pump and Flexible Probe

XVIl, Recommendation

Regulation Number: 21 CFR 876.1500
Endoscopic Injector Needle, Gastroenterology Injector, Fluid, Non-

Regulation Name: Electrically Powered

Regulatory Class: II

Product Code: FBK

Prim 'arty R ieyer:

Daniel W. Lehtonen Date
Sr. Staff Engineer - Medical Devices

,. _Rspb s[ Party Official:

Jay Y-. I+gor~:A Date
Sr. Staff near - Medical Devices

Branch Chief Date

The following Appendices are attached to this review memo

S E Flow chart ..................................................................................: .................................. A ppendix A 1.1
Written Communications in Reverse Chronological Order ................................................ Appendix A1.2
Firm's Response, Protocols and Results ........................................................................... Appendix A1.3
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Appendix A1.1

SE Flowchart

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

New Device is Compared to
Marketed Device+ (Q Do the differences Alter the

Z Does New Device Have Same Intended Therapeutic / Diagnostic I
Zz Does New Device Have Sam _-No-* etc. Effect (In Deciding, May - "Not Substantially

5 Indications Statement? Consider Impact on Safety and Yes Equivalent'
e Effectiveness)? * Determination

Yes
V

New Device Has Same Intended Use New Device Has New
and May be "Substantially Equivalent" Intended Use

·~~~~~1 ColQh e Dotije New
.S ~~~~~~Yes

Does New Device Have Same Q Could the New Characteristics Raise
Does New Device Have SamCharactenristcs -e e ye fsft

5 Technological Characteristics, e.g. -N*- Affect Safety or Yr N ewtypesS -Ye
Design. Materials, etc.? Effectiveness? Questions?

Yes I
Dscriptive No

Are the Descriptive
· Characteristics Precise Enough 4 . N Do Accepted Scientific No

No to Ensure Equivalence? Methods Exist for j
Assessing Effects of New

Characteristics?

Are Performance Data Yes
7 Available to Assess ·

No Equivalence? ()DAre Performance Data
Available to Assess -No

Effects of New
Characteristics? ...

Performance4

equid YesJ Performance
Yes Data

H ,RequirRequired

Performance Data Performance Data
Demonstrate -Ye .7.. .. h.. e.Demonstrate
Equivalence? Equivalence?

No No

"Substantially Equivalent"
To (~ Determination To

510(k) submissions compare new devices to marketed devices. FDA requests additional information

if the relationship between marketed and "predicate" (pre-Amendments or reclassified post Amendments)
device is unclear.

·* This decision is normally based on descriptive information alone, but limited testing information is

sometimes required.
Data may be in the 510(k), other 510(k)s, the Centers classification files, or the literature.
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTh Hand Pump and Flexible Probe

Appendix A1.2

Written Communications in Reverse Chronological Order
(since original submission to FDA)
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Dan Lehtonen Intertek

From: Dan Lehtonen Intertek
Sent: Tuesday, September 01, 2009 9:35 AM

To: 'John Tartal'
Cc: Erica Matthes
Subject: RE: Response to FDA's Questions involving ERBELIFT

Hi John,

I received 2 emails with attachments. I am out of the office today, but will be back Wednesday
morning. I will look through the response and then give you a call if there are any questions.

Thanks,

Dan

Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Phone: 937-313-7454

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Fax: 330-405-5518
E-mail: danlehtonen@intertek.com

ww. intertekWcom

From: John Tartal [mailtojohntartal@erbe-usa.com]
Sent: Monday, August 31, 2009 5:19 PM
To: John Tartal; Dan Lehtonen Intertek
Cc: Nicole Bartolozzi Intertek; Erica Matthes
Subject: RE: Response to FDA's Questions involving ERBELIFT

Per my voice mail can you let me know that you got E-Mails. We will be following up with
you to discuss further.

From: John Tartal
Sent: Monday, August 31, 2009 3:53 PM
To: 'dan.lehtonen@intertek.com'
Subject: FW: Response to FDA's Questions involving ERBELIFT

First one didn't go through so I'm resending.

From: John Tartal
Sent: Monday, August 31, 2009 3:48 PM
To: 'Dan Lehtonen Intertek'
Cc: Erica Matthes
Subject: Response to FDA's Questions involving ERBELIFT

Dear Dan,

See attached draft response with Exhibits I to 3 to FDA's questions. Please forward this
information to Agency. If it doesn't adequately address the issues, we would like to have

9/28/2009 %
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phone conversation with her to clarify any concerns (Note: Our Product Manager and Dr.

Carr-Lock who were involved in the testing will be able to support the work that was

performed.).

Note: Exhibits 4 and 5 to follow in the next E-Mail.

John Tartal
Quality Assurance/Regulatory Affairs Manager
ERBE USA, Inc.
2225 Northwest Parkway
Marietta, GA 30067
Tel: 770/955-4400 x 133
Fax: 7701955-2577
E-mail: John.Tartalerbe-usa.cor
Web: www.erbe-usa.com

Confidentiality Notice: This e-mail message, including any attachments or previous e-mail message(s) within, is for the sole use

of the intended recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, disclosure
or distribution is prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and destroy all
copies of the original. Thank you.
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Dan Lehtonen Intertek

From: John Tartal [john.tartal@erbe-usa.com]

Sent: Monday, August 31, 2009 5:19 PM

To: John Tartal; Dan Lehtonen Intertek

Cc: Nicole Bartolozzi Intertek; Erica Matthes

Subject: RE: Response to FDA's Questions involving ERBELIFT

Per my voice mail can you let me know that you got E-Mails. We will be following up with you to

discuss further.

From: John Tartal
Sent: Monday, August 31, 2009 3:53 PM
To: 'dan.lehtonen@intertekcom'
Subject: FW: Response to FDA's Questions involving ERBELIFT

First one didn't go through so I'm resending.

From: John Tartal
Sent: Monday, August 31, 2009 3:48 PM
To: 'Dan Lehtonen Intertek
Cc: Erica Matthes
Subject: Response to FDA's Questions involving ERBELI FT

Dear Dan,

See attached draft response with Exhibits i to 3 to FDA's questions. Please forward this information

to Agency. If it doesn't adequately address the issues, we would like to have phone conversation

with her to clarify any concerns (Note: Our Product Manager and Dr. Carr-Lock who were involved

in the testing will be able to support the work that was performed.).

Note: Exhibits 4 and 5 to follow in the next E-Mail.

John Tartal
Quality Assurance/Regulatory Affairs Manager
ERBE USA, Inc.
2225 Northwest Parkway
Marietta, GA 30067
Tel: 770/955-4400 x 133
Fax: 770/955-2577
E-mail: John.TartaI@erbe-usa..com
Web: wwy.erbe-usacoet

Confidentiality Notice: This e-mail message, including any attachments or previous e-mail message(s) within, is for the sole use

of the intended recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, disclosure

or distribution is prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and destroy all

copies of the original. Thank you.
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Dan Lehtonen Intertek

From: John Tartal Uohn.tartal@erbe-usa.com]
Sent: Monday, August 31, 2009 3:54 PM

To: Dan Lehtonen Intertek

Subject: FW: Response to FDA's Questions involving ERBELIFT Continued

Attachments: Exhibits 4 and 5.pdf

Resending

From: John Tartal
Sent: Monday, August 31, 2009 3:48 PM
To: 'Dan Lehtonen Intertek'
Cc: Erica Matthes
Subject: Response to FDA's Questions involving ERBELIFT Continued

Dear Dan,

Exhibits 4 and 5 to for previous E-Mail.

John Tartal
Quality Assurance/Regulatory Affairs Manager
ERBE USA, Inc.
2225 Northwest Parkway
Marietta, GA 30067
Tel: 770/9554400 x 133
Fax: 7701955-2577
E-mail: John.Taqtai~erbe-usa.com
Web: www.erbe:usa.com

Confidentiality Notice: This e-mail message, including any attachments or previous e-mail message(s) within, is for the sole use
of the intended recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, disclosure
or distribution is prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and destroy all
copies of the original. Thank you.
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Dan Lehtonen Intertek

From: John Tartal Uohn.tartal@erbe-usa.com]

Sent: Monday, August 31, 2009 3:53 PM

To: Dan Lehtonen Intertek

Subject: FW: Response to FDA's Questions involving ERBELIFT

Attachments: 082809 Draft Response to Address Request for Additional Information (Final
Draft).docx; Exhibits 1 to 3.pdf

First one didn't go through so I'm resending.

From: John Tartal
Sent: Monday, August 31, 2009 3:48 PM
To: 'Dan Lehtonen Intertek
Cc: Erica Matthes
Subject: Response to FDA's Questions involving ERBELIFT

Dear Dan,

See attached draft response with Exhibits i to 3 to FDA's questions. Please forward this information

to Agency. If it doesn't adequately address the issues, we would like to have phone conversation

with herto clarify any concerns (Note: Our Product Manager and Dr. Carr-Lock who were involved

in the testing will be able to support the work that was performed.).

Note: Exhibits 4 and 5 to follow in the next E-Mail.

John Tartal
Quality Assurance/Regulatory Affairs Manager
ERBE USA, Inc.
2225 Northwest Parkway
Marietta, GA 30067
Tel: 77019554400 x 133
Fax: 7701955-2577
E-mail: John.Tartal!erbe-usa.corn
Web: www.erbe-usa.coem

Confidentiality Notice: This e-mail message, including any attachments or previous e-mail message(s) within, is for the sole use

of the intended recipient(s) and may contain confidential and privileged information. Any unauthorized review, use. disclosure
or distribution is prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and destroy all
copies of the original. Thank you.
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Dan Lehtonen Intertek

From: Dan Lehtonen Intertek

Sent: Thursday, August 06, 2009 8:32 AM

To: Chris Hierhoizer

Cc: 'John Tartal'; Erica Matthes

Subject: 3179301 ERBE Lift Update

Importance: High

Attachments: 3179301 FDARAIl.doc

Hi Chris,

FDA has asked three questions about the submission. I have reviewed the request and believe that the information

needs to be provided as the information does not currently appear to be in the submission.

If after reviewing the content of this report there are questions, please contact me via e-mail at
dan.lehtonen@intertek.com, phone at (937) 313-7454, or fax at (330) 405-5518. Additionally, after you have had an

opportunity to review the findings, and determine an approximate date that I should expect your response, please let me

know so that your responses may be scheduled for review.

Please note FDA requires a response within 30 days of hold date identified above. The response can be complete

information or a request for an extension. If you need to file for an extension please send the request letter to me and

Intertek will submit on your behalf. The maximum period for an extension is 180 days.

Regards,

Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices
Phone: 937-313-7454

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Fax: 330-405-5518
E-mail: dan lehtonenCintertek.corm

www.intertek.com

8/6/2009
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2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087

Telephone: +1 330-405-3552
Facsimile: +1 330-405-5518
www.intertek-ets-emko.com

05 Aug 2009

Mr. Chris Hierholzer
Byrne Medical, Inc.
3150 Pollok Drive
Conroe, TX 77303

SUBJECT: FDA Request for Additional Information
Device Name ERBELIFTTh Hand Pump and Flexible Probe

Intertek Project No. 3179301
K Number K092090
Date put on Hold 03 Aug 2009

The FDA has reviewed the 510(k) premarket submission for the ERBELIFT TM Hand Pump and
Flexible Probe and has requested the information on the following pages.

Please cut and paste the table beginning on the following page into a document that you
create on your letterhead and insert your responses to the requests in the identified area of
the table. Using this format will simplify the review of the information that you provide.

This is the final report and serves to provide a complete list of items that FDA is requesting additional
information for at this time. A written response is required for all items identified.

If after reviewing the content of this report there are questions, please contact me via e-mail at
dan.lehtonen(Tintertek.com, phone at (937) 313-7454, or fax at (330) 405-5518. Additionally, after

you have had an opportunity to review the findings, and determine an approximate date that we
should expect your response, please let me know so that your responses may be scheduled for
review.

Please note FDA requires a response within 30 days of hold date identified above. The response
can be complete information or a request for an extension. If you need to file for an extension please 0 0
send the request letter to me and Intertek will submit on your behalf. The maximum period for an
extension is 180 days.

Please reference the project number when replying.

Yours sincerely,

CDanief W Lehtonen
Daniel W. Lehtonen
Sr. Staff Engineer - Medical Devices

CC: John Tarttal, ERBE
Erica Matthes, ERBE
Bhavesh Sheth, Intertek

This report is for the exclusive use of Intertek's Client and is provided pursuant to the agreement between Intertek and its Client.

Intertek's responsibility and liability are limited to the terms and conditions of the agreement. Intertek assumes no liability to any party.

other than to the Client in accordance with the agreement, for any loss, expense or damage occasioned by the use of this report. Only

the Client is authorized to permit copying or distribution of this report and then only in its entirety. Any use of the Intertek name or one of BEAB

its marks for the sale or advertisement of the tested material, product or service must first be approved in writing by Intertek. The

observations and test results in this report are relevant only to the sample tested. This report by itself does not imply that the material,

product, or service is or has ever been under an Intertek certification program.
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Intertek Project Number: 3179301

510(k) File Number: K092090

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Item Description of Deficiency

1. FDA Finding: The submission identifies predicate devices within the KZE (Non-
electrically powered fluid injector) and FBK (Endoscopic injection needle)
product codes. As the subject device incorporates technologies and
indications from both product groups, all relevant recognized consensus
standards also apply to the subject device. The KZE product code
identifies ISO 21649:2006 Needle-free iniectors for medical use --
Requirements and test methods as a recognized consensus standard. In
addition, the FBK product code identifies ASTM F1 992-99(2007)
Standard Practice for Reprocessing of Reusable, Heat-Stable Endoscopic
Accessory Instruments (EAI) Used with Flexible Endoscopes as a
recognized consensus standard. Please ask the 510(k) sponsor to
demonstrate compliance with these recognized consensus standards as
appropriate.

Response:

2. FDA Finding: The submission references In-vitro and In-vivo animal testing to support
the recommendation of substantial equivalence. However, the
submission appears to lack the complete reports for this testing. Further,
the summary information provided in the submission does not appear to
include adequate information to reach a meaningful conclusion regarding
the performance of the subject device. Please ask the sponsor to provide
the test protocols and results for these animal studies. Please review
these complete documents and modify your review memo to comment on
the protocols, predetermined acceptance criteria, results, and conclusion
reached from this testing. Please note that additional expertise may be
required to comment on the applicability of the animal model to the
proposed indications for use.

...Response:
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IR M ~ ~~~~~~~~~~~Intertek Project Number: 3179301

510(k) File Number: K092090

Sponsor: Byrne Medical, Inc.

Product: ERBELIFT Tm Hand Pump and Flexible Probe

Item Description of Deficiency

3. FDA Finding: The submission references the maximum pressure delivered by the
subject device as 650 psi. However, the submission does not appear to
include an analysis of the safety of this pressure setting nor does it
compare this pressure to a predicate device. As such, it is unclear why a
maximum pressure of 650 psi is indicated. Increased pressures may be
indicated for more viscous fluids; however, this contradicts the device's
proposed indications for use (saline injection). Please ask the sponsor to
provide rationale to support this maximum pressure. Please modify your
review memo to include an analysis of the worst case scenario (maximum
pressure and minimal tissue thickness I resistance). Further, Section III
(pg 4 of the submission) indicates that the amplified fluid force using the
ERBELIFT hand pump was less traumatic than the mechanical pressure
of a needle with less fluid pressure. It is unclear how this conclusion was
reached. Please ask the sponsor to provide the following information:

A. how the determination of less trauma was ascertained
B. the amount of pressure generated by the device compared to the

amount of pressure generated by hand on the syringe
C. the expected penetration distance in different tissues under maximum

pressure and
0. the method used to ensure that the pressure generated does not

exceed 650 psi

Response:

END
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Dan Lehtonen Intertek

From: Cornelius, Mary Jo [Mary.Cornelius(fda.hhs.govl
Sent: Wednesday, July 29, 2009 11:56 AM

To: jay.kogoma~intertec.com; Dan Lehtonen Intertek

Cc: Janda, Michel D
Subject: K092090 ERBELIFT Hand Pump and Flexible Probe

Importance: High

Dear Mr. Kogoma,
I inadvertently sent you an abbreviated list of deficiencies. To correct this, I am sending a
more detailed version that I believe will be more helpful to you.

After reviewing your third party review memo and the submission for the ERBELIFT Hand
Pump and Flexible Probe, it appears that addition information is required. The following
information is necessary to continue the review of this 5 10(k).

1. Your review memo identifies predicate devices within the KZE (Nonelectrically
powered fluid injector) and FBK (Endoscopic injection needle) product codes. As the
subject device incorporates technologies and indications from both product groups, all
relevant recognized consensus standards also apply to the subject device. The KZE
product code identifies ISO 21649:2006 Needle-free injectors for medical use --

Requirements and test methods as a recognized consensus standard. In addition, the
FBK product code identifies ASTM FI 992-99(2007) Standard Practice for
Reprocessing of Reusable, Heat-Stable Endoscopic Accessory Instruments (EAI) Used
with Flexible Endoscopes as a recognized consensus standard. Please ask the 510(k)
sponsor to demonstrate compliance with these recognized consensus standards as
appropriate.

2. Your review memo references In-vitro and In-vivo animal testing to support the
recommendation of substantial equivalence. However, the submission appears to lack
the complete reports for this testing. Further, the summary information provided in the
submission does not appear to include adequate information to reach a meaningful
conclusion regarding the performance of the subject device. Please ask the sponsor to
provide the test protocols and results for these animal studies. Please review these
complete documents and modify your review memo to comment on the protocols,
predetermined acceptance criteria, results, and conclusion reached from this testing.
Please note that additional expertise may be required to comment on the applicability
of the animal model to the proposed indications for use.

3. Your review memo references the maximum pressure delivered by the subject device
as 650 psi. However, your memo does not appear to include an analysis of the safety
of this pressure setting nor does it compare this pressure to a predicate device. As such,
it is unclear why a maximum pressure of 650 psi is indicated. Increased pressures may
be indicated for more viscous fluids, however, this contradicts the device's proposed
indications for use (saline injection). Please ask the sponsor to provide rationale to
support this maximum pressure. Please modify your review memo to include an
analysis of the worst case scenario (maximum pressure and minimal tissue thickness /
resistance). Further, Section III (pg 4) indicates that the amplified fluid force using the
ERBELIFT hand pump was less traumatic than the mechanical pressure of a needle
with less fluid pressure. It is unclear how this conclusion was reached. Please ask the
sponsor to provide the following information:
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A. how the determination of less trauma was ascertained;
B. the amount of pressure generated by the device compared to the amount of

pressure generated by hand on the syringe;
C. the expected penetration distance in different tissues under maximum pressure;

and
D. the method used to ensure that the pressure generated does not exceed 650 psi.

As per this email, K092090 has been placed on hold until further correspondence is
received. Please note that these deficiencies should not be considered as comprehensive as
additional questions may arise during the review of the sponsor's response and your review
memo.

Please feel free to contact me if you need clarification regarding these deficiencies. Hard
copies of your response are required and can be directed to the FDA document center. Thank
you.

Mary J. Cornelius, RN, BSN, CGRN
9200 Corporate Blvd.
Rockville, MD 20850
Email: mary.cornelius~fda.hhs.gov.
Phone: 240-276-4135
Fax: 240-276-4156

NEW after August 1, 2009

Mary J. Cornelius, RN, BSN, CGRN
W066 RM 0204GH HFZ\
10903 New Hampshire
Silver Spring, MD 20993
Email: mary.cornelius(fda.hhs.gov.
Phone: 301-796-6550
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Dan Lehtonen Intertek

From: Cornelius, Mary Jo [Mary.Cornelius@fda.hhs.gov]

Sent: Wednesday, July 29, 2009 11:02 AM

To: jay.kogma~intertek.com; Dan Lehtonen Intertek

Cc: Janda, Michel D

Subject: K092090 ERBELIFT Hand Pump and Flexible Probe

Importance: High

Dear Mr. Kogma,

After reviewing your third party review memo and the submission for the ERBELIFT

Hand Pump and Flexible Probe, it appears that addition information is required. The

following information is necessary to continue the review of this 510(k).

1. Please provide a copy of the protocol(s) for the Ex- Vivo and In-vivo Studies. The results of these
studies are not sufficiently detailed to make an evaluation.

2. In section [II, p4 you indicate that amplified fluid force using the ERBELIFT hand pump was less

traumatic than the mechanical pressure of a needle with less fluid pressure. Please provide the
following information:

A. how the determination of less trauma was ascertained;

B. amount of pressure generated by the ERBELIFT Hand Pump compared to the amount of pressure
generated by hand on the syringe;

C. provide upper limit of pressure which results in perforation; and

D. method used to ensure that pressure generated does not exceed 650 psi maximum listed.

As per this email, K092090 has been placed on hold until further
correspondence is received. Please note that these deficiencies should not be

considered as comprehensive as additional questions may arise during the review of

the sponsor's response and your review memo.

Please feel free to contact me if you need clarification regarding these deficiencies.

Hard copies of your response are required and can be directed to the FDA document
center.

Thank you.
mjc

Mary J. Cornelius, RN, BSN, CGRN
9200 Corporate Blvd.
Rockville, MD 20850
Email: mary.cornelius~fda.hhs.gov.
Phone: 240-276-4135
Fax: 240-276-4156
NEW after August 1, 2009
Mary 3. Cornelius, RN, BSN, CGRN
W066 RM 0204 G/H
10903 New Hampshire
Silver Spring, MD 20993
Email: mary.cornelius~fda.hhs.gov.
Phone: 301-796-6550
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Intertek Project Number: 3179301

Sponsor: Byrne Medical, Inc.

Product: ERBELIFTTM Hand Pump and Flexible Probe

Appendix Al .3

Firm's Response, Protocols and Results

Appendix A f
SD141q (16 Mar 2009) Mandatory
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August 28, 2009

Intertek
2307 E. Aurora Rd. Unit B7
Twinsburg, OH 44087
Attn: Daniel W. Lehtonen,
Senior Staff Engineer- Medical Devices

Intertek Project No.: 3179301, 510(k): K092090 - ERBELIFTTM Hand Pump and
Flexible Probe

Additional information was requested regarding the above Project/510(k) through
a request for Additional Information dated 08/05/09 and E-Mailed on 08/06/09.
To facilitate the review, the questions with our responses are included in the
table with additions as part of Exhibits. We have included one complete paper
copy and one electronic copy: Plbase accept this material into the record for the
Project/51 0(k).

We believe that the response enclosed has adequately resolved the request as
noted. However, if you have any further questions or need technical assistance,
please call John Tartal at (770) 955-4400 or email direct at "John.Tartal@erbe-
usa.com".

Sincerely,

Chris Hierholzer
Quality Control Manager
Byrne Medical, Inc.
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Intertek Project No.: 3179301, 510(k): K092090 - ERBELIFTTM Hand Pump and
Flexible Probe, 08/28/09 Draft Response

Item Description of Deficiency
1. FDA Finding: The submission identifies predicate devices within the KZE (Non-

electrically powered fluid injector) and FBK (Endoscopic injection needle)
product codes. As the subject device incorporates technologies and
indications from both product groups, all relevant recognized consensus
standards also apply to the subject device. The KZE product code
identifies ISO 21649:2006 Needle-free injectors for medical use --
Requirements and test methods as a recognized consensus standard. In
addition, the FBK product code identifies ASTM F1992-99(2007)
Standard Practice for Reprocessing of Reusable, Heat-Stable Endoscopic
Accessory Instruments (EAI) Used with Flexible Endoscopes as a
recognized consensus standard. Please ask the 510(k) sponsor to
demonstrate compliance with these recognized consensus standards as
appropriate.

1. Response: Along with the two (2) recognized consensus standards stated, many
other standards were considered. Each standard was carefully evaluated
for the appropriateness/relevance with the ERBELIFTTM Hand Pump and
Flexible Probe. Both of the stated standards were determined not to be
applicable as follows:
A. ISO 21649:2006 Needle-free iniectors for medical use --

Requirements and test methods
In the "Introduction" of the standard and a consistent theme
throughout the standard is its application "to needle free injectors to
administer medicinal products". The primary concern and testing
referenced in the standard involves dosages (i.e. intended, ejected,
maximum/minimum, etc.). These issues are not applicable to our
product as with. the predicate (i.e., sterile normal saline used when
being! introduced! into the submucosa for lifting polyps and other
lesions under direct visualization through an endoscope.). The
ERBELIFTTM Hand Pump and Flexible Probe are used to provide an
effect (i.e. lifting/cushioning) and not to deliver medicine.
The Hand Pump is not a 'Jet" injector as classified in product code
KZE. There is no static force mechanism within the device (e.g. there
is no spring loaded, C02 or pneumatically driven, etc. force.). A
squeeze of the Pump's handle makes it easier for a clinician to move
a syringe plunger a fixed distance as compared to manually pushing
a plunger of the syringe. In both the predicates' and the proposed
device, force is applied to the plunger in order to move fluid via a
lumen into the submucosa.

B. ASTM F1992-99(2007) Standard Practice for Reprocessing of
Reusable, Heat-Stable Endoscopic Accessory Instruments (EAI)
Used with Flexible Endoscopes
The scope of this standard involves reusable, heat-stable endoscopic
accessory instruments (EAI) designed to be inserted into flexible
endoscopes. The ERBELIFTTM Hand Pump is reusable, but it is not
intended to be inserted into a scope, nor could it be. (Note: As with
mechanical endoscopic lavage pumps which are 510(k) exempt, it is
to be cleaned/disinfected with a hospital grade disinfectant. The
Pump does not come in contact with the patient or the fluid pathway.)
The ERBELIFT TM Flexible Probe is inserted into the endoscope. It is
single use and disposable. The other involved accessories (syringe
and sterile normal saline) are single use and disposable.
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Intertelk Project No.: 3179301, 510(k): K092090 - ERBELIFTTm Hand Pump and
Flexible Probe, 08/28/09 Draft Response

Item Description of Deficiency
2. FDA Finding: The submission references In-vitro and In-vivo animal testing to support

the recommendation of substantial equivalence.
A. However, the submission appears to lack the complete reports for this

testing.
B. Further, the summary information provided in the submission does

not appear to include adequate information to reach a meaningful
conclusion regarding the performance of the subject device.

C. Please ask the sponsor to provide the test protocols and results for
these animal studies.

0. Please review these complete documents and modify your review
memo to comment on the protocols, predetermined acceptance
criteria, results, and conclusion reached from this testing.

E. Please note that additional expertise may be required to comment on
the applicability of the animal model to the proposed indications for
use.

Note: For clarity purposes, the item was separated into five (5) parts so
that each could be addressed.

2. Response: The concept, product design, testing, etc. of the ERBELIFTTm Hand Pump
and Probe followed design control requirements. Included are the
following Exhibits of the work performed to support the efficacy and safety
of the proposed device:

Exhibit 1, Rationale to Support Substantial Equivalence
Summary:
A rationale to determine the specific aims, goals, methodology, and
acceptance criteria for the ERBELIFTTM Performance Testing
(specifically, Ex-Vivo and In-Vivo testing) was developed in order to
support substantial equivalence.

Exhibit 2, ERBELIFT~h Performance Test Plan (Note:
Results/Conclusions are Included)

Summary:
The test plan was devised in collaboration with Dr. David Carr-Locke,
Director, The Endoscopy Institute, Brigham and Women's Hospital,
Harvard Medical School, Boston, MA. Based upon the rationale, the test
plan provides the strategy and the relationship between the specific goals
and aims of the individual test protocols and reports used to support
substantial equivalence to the predicate.
Regarding the evaluation process of ERBELIFTTM per Dr. Carr-Locke:

"For the development of EMR devices, it is well-established in the
research and clinical fields within gastroenterology that the response of
porcine gastrointestinal mucosa, submucosal and muscularis propria to
fluid injection, manipulation and resection accurately reflect the
behavior of human tissue to these same procedures"

Two of the specific goals/aims were:
1 . Effectiveness of creating a submucosal elevation/lift under direct

endoscopic visualization,
2. Performance outputs comparable to an injection needle in the Ex-

Vivo testing using porcine stomach and In-Vivo testing in porcine
colon.
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Intertek Project No.: 3179301, 510(k): K092090 - ERBELIFT Tm Hand Pump and
Flexible Probe, 08/28/09 Draft Response

Item Description of Deficiency
2. Response Exhibit 3, Testing Report (Results) of Feasibility Protocol,

Continued: Ex-Vivo Trial 1
Summary:
An evaluation of the technical feasibility of a needle-less method to create
a submucosal elevation/lift using the ERBELIFT Tm Hand Pump and
Flexible Probe.

Exhibit 4, Study Protocol and Report,
Ex-Vivo Trial 2

Summary:
An evaluation to have the most optimal technique (method) to create a
submucosal elevation/lift using the ERBELIFTTm Hand Pump and Flexible
Probe compared to the standard injection needle method.

Exhibit 5, Testing Protocol and Report,
In-Vivo Trial

Summary:
An evaluation of the performance outputs of the ERBELIFTTm Hand Pump
and Flexible Probe compared to the standard injection needle.

Support to address each part of Question 2 is as follows:
A. In reference to complete reports for this testing, a summary of the

testing was provided in the initial submission. See summary of
Results of each Trial in Exhibit 2 and Protocols as applicable and
Reports in Exhibits 3, 4, and 5.

B. Regarding the performance of the subject device, please see
summary of Results of each Trial in Exhibit 2.

C. In response to test protocols and test results for the animals, see
Exhibits 3, 4, and 5.

D. Specific to your comments about our review memo, as the result of
the three (3) phases of testing, it was concluded that:
1 ) The ERBELIFTTm Hand Pump and Flexible Probe were effective

in creating a submucosal elevation/lift under direct endoscopic
visualization.

2) The performance of the ERBELIFTIm Hand Pump and Flexible
Probe was comparable to an injection needle.

3) No additional safety concerns were raised with using the
ERBELIFT Tm Hand Pump and Flexible Probe.

If further explanation of this process and its applicability to clinically-
approved methodology is required, Dr Carr-Locke is willing, as one of
the authors of the Ex-Vivo and In-Vivo Performance Test Protocols, to
provide additional information, expertise, and discussion.

E. Regarding additional expertise required, please see comment above
in D.
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Intertek Project No.: 3179301, 510(k): K092090 - ERBELIFTTM Hand Pump and
Flexible Probe, 05/28/09 Draft Response

Item Description of Deficiency
3. FDA Finding: The submission references the maximum pressure delivered by the

subject device as 650 psi. However, the submission does not appear to
include an analysis of the safety of this pressure setting nor does it
compare this pressure to a predicate device. As such, it is unclear why a
maximum pressure of 650 psi is indicated. Increased pressures may be
indicated for more viscous fluids; however, this contradicts the device's
proposed indications for use (saline injection). Please ask the sponsor to
provide rationale to support this maximum pressure. Please modify your
review memo to include an analysis of the worst case scenario (maximum
pressure and minimal tissue thickness I resistance). Further, Section III
(pg 4 of the submission) indicates that the amplified fluid force using the
ERBELIFT hand pump was less traumatic than the mechanical pressure
of a needle with less fluid pressure. It is unclear how this conclusion was
reached. Please ask the sponsor to provide the following information:
A. how the determination of less trauma was ascertained
B. the amount of pressure generated by the device compared to the

amount of pressure generated by hand on the syringe
C. the expected penetration distance in different tissues under maximum

pressure and
D. the method used to ensure that the pressure generated does not

exceed 650 psi

3. Response: The submissions referenced a maximum pressure delivered by the subject
device as 650 psi, however, this value was only a theoretical maximum
pressure limit which1 was, not attainable in practice independent of the
force applied to the ERBELIFT Tm Hand Pump by the individual test
subjects~ (please see Exhibit 3). The Technical Feasibility Study was
carefully, designed~ and- included, flow rate and pressure monitoring for
both the subject and predicate devices in order to ascertain and compare
the operating: pressures associated with the predicate device under
normal use. In addition, we were also able to determine the minimum flow
rate and pressure (used to measure force) required to breach the mucosa
with the saline stream. Unlike when manual pressure or force is applied to
the predicate device in order to breech the mucosa, once the minimum
flow rate is achieved to breech the mucosa with the subject device, the
water stream slows very rapidly (please reference Exhibit 1 for a detailed
overview of the procedure). Our experimental study design did include
"worst-case scenario testing" (quick hard trigger pulls in order to achieve
the highest flow rates during in-vivo testing in pig colon- thinnest wall
anatomy). In summary, the subject tissues were excised and a leak test
was performed in order to detect perforations. No perforations were
detected (For a detailed summary, please see Exhibit 5).

The answer to the subset questions are:
A. The ERBELIFT TM Hand Pump and Flexible Probe is less traumatic to

tissue because:
i. A small fluid stream from the tip of the probe pierces the mucosa

as compared to a larger stainless steel needle of the predicate.
ii. The fluid stream delivered by the subject device is 0.120 mm as

compared to a needle tip's outer diameter which is approximately
four (4) times larger (0.508 mm). Trauma can be associated with
the size of the tissue defect.

iii. The fluid delivered is incrementally controlled (i.e. a maximum
0.75 ml is delivered per pull) with the Hand Pump.
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Intertelk Project No.: 3179301, 510(k): K092090 - ERBELIFT Tm Hand Pump and
Flexible Probe, 08/28/09 Draft Response

Item Description of Deficiency
3. Response B. While similar pressures and flow rates can be achieved with the subject and

Continued: predicate devices, the variability in pressure that can be generated by
pushing on the syringe plunger depends upon the individual operator. When
the trigger of the Hand Pump is squeezed faster, the flow rates and
pressures increase just like when the plunger is manually pushed
harder with predicate devices. The key here is that with both the
proposed and 'predicate devices, lifting is performed under direct
visualization. Regarding comparison of flow rates and pressures, see
Exhibit 3.

C. Unlike the predicate needle device which uses a solid needle to "blindly" find
the submucosal tissue plane (by trial and error, please see Exhibit 1), a
minimum pressure or fluid flow rate is utilized to penetrate the mucosa with
the subject device. As soon the fluid stream comes in contact with resistance
(i.e.-tissue, fluid collection in the submucosa), the fluid continues to follow the
path of least resistance and collect in the submucosa. Our "worst case
scenario testing' failed to perforate even the thinnest wall anatomy in an in-
vivo environment meaning only a mucosal breech was possible.

D. There are several factors which influence maximum pressure. The size of the
orifice, diameter of the syringe, length of the device or flow channel, etc... For
example, a smaller orifice and or smaller diameter syringe or both would lead
to extremely high pressures; however, the flow rate may be so low that it
does not provide the desired tissue effect. Except for the differences
between individual operators (cannot be controlled with the predicate device),
the mechanical drive, orifice size, syringe, and probe limit the maximum flow
rate. Both the predicate and subject devices operate with very similar flow
rate variability.
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The rationale behind the specific aims, goals, methodology and conclusions used for the ERBELIFT Performance
Testing (ex-vivo and In-vivo) to support substantial equivalence Is best explained by:

First. Reviewing current clinical practice, treatment objectives, techniques, technical requirements,
limitations and desired improvements for the universally marketed predicate device (injection
needle) and its Intended use - supported by peer reviewed publications and thought leader
opinion

Second. How and why new endoscopic devices, methods and/or techniques are evaluated by physicians
prior to clinical use - see statement from Dr. David Carr-Locke and peer review publications

Third. Relating such to the technological characteristics, methodologyand performance requirements
(technical and clinical) evaluated herein to prove substantial equivalence' for the device in
question (ERBELIFTsystem)

"Substantial equivalence does not mean the new and predicate devices must be identical Substantial
equivalence is established with respect to Intended use, design, energy used or defivered. materials,
chemical composition, manufacturing pmcess, pedormance, safety, effectiveness, labelling, blocompatibllity,
standards, and other characteristics, as applicable.'

The following will expand on the 3 steps above, with more detail and supportive documentation:

1. Established Clinical Method of Practice Review - inlection Needle (Predicate Device):

The following discussion summarizes the clinical methods of practice, treatment objective, and associated
technology for the predicate (injection needle) - established by medical leaders In the fields of
Gastroenterology and Gastrointestinal Endoscopy, and supported by the associated published citations.

Endoscopic Mucosal Resection (EMR) Is an endoscoplc technique developed for removal of lesions confined
to the superficial layers (mucosa and submucosa) of the GI tract. Injection-assisted EMR. also often called
"Saline Assisted Polypectomy' or 'Injection Assisted Endoscoplc Mucosal Resection (EMR)' Is frequently
used for large flat colon polyps. This technique was first Introduced In 1955 for rigid sigmoldoscopy and then
in 1973 for flexible colonoscopy2.

In the colon and rectum, EMR Is widely performed using the simple snare resection technique. The colon wall
Is 1.5-2.2 mm In total thickness, and thermal damage to deep layers of the colon Is frequently ercountered.?

Submucosal Injection to lift the lesion before snare resection Is needed to try to avoid complications and
Improve the technical feasibility of the procedure 4. See Figure I on following page.

* The procedure starts with the injection of saline through a long flexible endoscopic needle, into the
submucosal space under the lesion, creating a "safety cushion."

a The cushion lifts the lesion, thereby Increasing the distance between the base of the lesion and the
serosa I muscle layer.

'FDA Device Regulation and Guidance: 'Premarket Notification (510k) - What Is Substantial Equivalence'
htp//I~da a v/Medicsi vices/DeviceRequlationandGuidance/H4wtoMarkcet~urbevice/PremarketiubmissilnslPre-mrk!ei

Notification510k/dfeuft.thtrr#se

Sergey V. Kantsevoy, et al. Prepared by: ASGE TECHNOLOGY COMMI'TEE. Endoscopic mucosal resection and
endoscopicaubmucosal dissection. Gastrointestinal Endoscopy. July 2008 (Vol. 68, Issue 1, Pages 11-18)

3Tsuga. K, Harura, K & Fujimura, Jet al. Evaluation of the bolorectal wall In normal subjects and patients with ulcerative colitis
using an ultrasonic catheter probe. Gastrointest Endosw 1998;48: 477-84.

4 Soetikno RM, Gotoda T, Nakanlshl Y, et al. Endoscopic mucosal resection. Gastrointest Endosc 2003;57:567-79.

Page 2of7 7

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



* When current is then applied via a polypectorny snate, the lesion can be more safely removed because of a
large submucosal 'cushion' of fluid which lessens the likelihood of thermal Injury to the deeper layers of the
colon wall (i.e.: muscularls ptopria, serosal surface)."?

EMR -inlection method

A " 6 ~no

D E F _ _ _ _ _

Figure 1 (A) The lesion is examined carefujlly end the border Is defined.
(B) The submucosa Is Injlected wvith salln. solution Svit a sclertherapy needle.
(C) The snare loop Is placed at th. base of the lesion.
(D) The snare is dosed.
(E) Lesion Is cut with RI' energy.
(F) Specimen Is removed. The site Is examined for evidence of residual lesion.

2. Methods and Models of Evaluating New Endosconic Tochnoloavl Prior to Clinical Use:

The following statement Is provided by Dr. David Gsar-Locke, Director; The Endoscopy Institute, Brigham and
Women's Hospital, Harvard Medical School, Boston, MA.

If further explanation of this model and Its applicabilit to cil/nically-approved methodology is required, Dr Carr
Locke Is willing, as one of the authors of the Ex-Vivo and In- Vivo Performance Test Protocols (see attached),
to provide additional Information, expertise and discussion.

'When new endoscopic devices are developed to assist with the technique of EMIR, Initial testing Is required
to prove efficacy and safety In a model as dlose to the human situato as possible. it Mes become standard
practice to use the porcine gastrointestinal tract for testing and as ex-vivo and Intact in-vivo models since the
anatomical layers of the gastroIntestInal tract wall (mucosa, submucosa?, muscularis propria) are very similar
to that of the humane.

For the development of EMIR devices, It Is weill'estabtished In the research and clinical fields within
gastroenterology that the response of porcine gastrointestinal mucosa, submucosal and muscularis propria to
fluid Injection, manipulation and resection accurately reflect the behaviour of human tissue to these same
procedures.

Ex-vivo testing and training can be used for Initial evaluation of a principle such as submucosai fluid injectlbti
together with measurement of appropriate parameters to determine the optimal Ussue effect.

5Waye JD. Endoscopic muc~osal resection of colon po&,s. Gastrointest Endoso Olin North Am 2001;1 1:537- 48.

a'Kerita M, Tada M, Okita K, Kodama T. End ascoplo therapy tor early colon cancer the strip biopsy resection technfl~ue. Gastrohitest
Endoso 1991;37:128-32

'J. Waye et al. Colonoscopy- Principles and Practice, Chapter 36:, "D~ciflul Polypectom/y from Wiley-Blackwell Publishing, Ltd,
2004; (eBook excerpt) htto:/Anw.piastrohen).com/ebooks/ebook.aso?booki:1405l208oo&id=I

eSoo HEetial "Effectiveness of Sodium Alghi etaasa Subrnucosal Injection Material for Endoscopic Mucosal Resection in
Animals' Gut and Liver, Vol.1, Number I1* June 2007, pp 27-32
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While In-vivo testing and training are necessary to simulate the 'reaP equivalent to the human condition sincetissue blood fiow~ normal tissue'tone' and motility are also present. Afterminvivo testing, organs can beremoved and evaluated for safety factors such as excessive injury or perforation. Suchi studies precede and
help plan first human use trials.'

3. Proving Substantial Equivalence:

Building off of Section #1 - which discoussed the established clinical methods of practice, etc for the predicatedevice as background Information - this section goes Into more detail In describing the critical component sdesign inputs from the established clinical practice for EMR techniqu&, as used In clinical practice, are
discussed In more detail below and provide reasoning:

oto support the predicate device's methodology for generating a submucosal fift/ elevat ion,
* to Identify Its disadvantages and drawbacks, and

*to highlight the need for en alternative technological methodology (Fe.: penrtrmance specifications
that diffesr from the predicate) In order to meet the requirements of the predicate's Intended use and
there by Justify substantial equivalence.

With that Information, the proposed device can be presented within the 510(k) by Inciuding the keyinformation requested by the FDA standard for substantial equivalence", which Includes1

_________Use - Equivalent to the Injection needle -

Induction of steille normal saline Into the submucosa to lflt polyps or other mucoisal lesions using directvisualization through a fieklbia endoscope.

• Accented Clinical Methods of Practice., - Per the Intended Use (1) and Section 1 of this response -
- 'Saline Injecion for Polypectomy (SIP)' Submucosal Injection Techni-que"g
- sarlne Assisted Polypectomy', 'injection Assisted Endoscopic Mucosal Resection (EMR)'10

• Technol oaicall/CliiniclSrjecificatlons: -TechnologIcal feat urea/met hodology for SubstantialEquivalence -
- The proposed ERBELIFT Device's technological modalities differ from that of the predicate injection Needle,
- But, both devices ame similar since thy share:

a Equivalent Intended Use (1).
* Comparable Performance Outputs for safety and effectiveness testing - based on published acceptedclinical methods of practice (ii) for the predicate device.

"Note: Substantial equhivaenceodoes not mean the newand predicate devices must beIdentical. Substantialequivalence Is established wi'th respect to Intended use, design, energy used or delivered, materIals, chemicalcomposition, manufacturIng process, performance, safety, effectiveness, labelling, blocomnpatllblilly, standards, end othercharacteristIcs, as applicable."

9 J. Waye et al. GConoroscopjr Principles end Practice, Chapter 36:- 'Difficult Polypectomyil from Wiley-Blackwell PublishIng, Ltd,2004; (eflocl excerpt) httpJ/www.aastrohep.c6nmIebdoks/ebook.Fspoook=140512oaoo&Id=1

¶0Sergey'V. Kantsevoy, et at. Prepared by:ASGE TECHNOLOGY COMMITTEE. Endoscopic mucosal resectiondendendoscoplc submucosal dissection. Gastrolngestlnai Endoscopy. July 2008 (Vol. 681, Issue 1, Pages 11-18)
" FDA Device Regulation and GuIdance: Premarket Notilication (510k) - What Is Substantial Equfvalence,
htt/wr fda.bov/MedicieiceslDevcewoevicuRat ionandGuidneowo~arcem~ouwio vacel~rom rewceumisinlrkemar.wket

Page 4 of 776

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



The following sections provide the detail and relationship of the ERBELIFT Perfortnance Test Aims, Goats,
and Requirements that are in question, to the clinical practice and methodology (Section 1).

Section (3.1) Identifies the tuitical components I design Inputs', for successful EMVR Procedures and
Technique - supported by the referenced peer review publications (footnotes)

*Section 3.2 Is the ERBELIFT Performance Test Plan - based on the Indentified critical clinical methad
requirements (section 1) and critical component performance requirements (Section, 3.1)

3. 1. Critical Components for EUR Methodology - Identified as Performance Test Requirements:

A. Injection Fluid

Technological Modality - Predicate
*The fluid, Injected through a long flexible endoscopic needle, may be'sallne with or without methylene

blue to enhance visualization. Further studies need to be performed to assess the practicality of
various other Injection solutionsY

Technol oolcal Modaity, - Proposed
*The ERBELIFT uses saline only, as stated In the Intended use, which Is equivalent to that of the

predicate InjectVon needle.

B. Injection Site

Technological Modality - Predicate
* The injection needle may beyplaced Into the submucosa just at the edge ofla polyp, or if the polyp Is

large and flat, multiple Injections may be given around the polyp or directly Into the middle of the
polyO.

•Incorrect Placement:9

- If a blab does not form at the Injection site when I ml- of fluid has been given, the needle
should be withdrawn since the tip may have penetrated the wall and pierced the serosal
surface.

- If the needle placement Is too superficial, the fluid will leak out from the bevelled edge
and spill into the lumen. This spilling Is especially noticeable when a colored fluid Is used,
such as methytene blue.

- Multiple repeated needle placements and attempts at Injection may be required to locate
the correct plane for polyp elevation.

* Correct Placemrent?
- When the needle Is In the d esired submucosal plane, continuous Injection of saline will

result In submucosal Infiltrationt of fluid.

- A large localized fluid collection Is the desired endpoint, with marked elevation of the
polyp.

-When the tissues expand In response to fluid tinjection, the fluid Is being deposited In the
areolar tissue of the'submucosal layer since neither the mucosa, muscularls propria, or
the serosa will accept Injected substance.
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TOechnolooi'cal Modality - Proposed

The ERBELIFT system provides an alternative technological means for submucosal fluid Injection without
using a needle to breech the mucosa. ERBELIFT probe is placed directly against the mucosa at the
desired location without mechanical force since, in this needle-less system, only the peak flow rate water
stream breaches the mucosa and not the flexible probe Itself.

The Hand Pump Is used to easily generate the necessary Input linear driving force to push the plunger of
the fluid filled syringe, which In turn forces the fluid out of a micron sized distal orifice at the output flow
rate specification required fcr a needle-less water stream to breech the mucosa and to fill the submucosa
with saline.

Under direct endoscopic visualization, hand pump activation rates may slowly be Increased, until the
necessary flow rate Is achieved to generate a submucosal lift In varying types of tissue types (increased
wall thickness, mechanical tissue resistance, etc). While similar pressures and flow rates can be
achieved with the proposed and predicate devices, the variability in pressure that can be generated by
pushing on the syringe plunger depends upon the Individual operator. When the trigger of the Hand Pump
is squeezed faster, the flow rates and pressures Increase just like when the plunger Is manuafly pushed
harder with predicate devices. Except for the differences between Indivdual operators (cannot be
controlled with the predicate device), the mechanical drive, orifice size, syringe, and probe limit the
maximum flow rate. Both the predicate and subject devices operate with very similar variability. The key
here Is that with both the proposed and predicate devices, lifting Is performed under direct visualization.

The potential advantages of the ERBELIFT system are the absence of any risk of needle-induced
damage to the operative channel of the endloscope as well as the reduced risk of bowel wall perforation.
Unlike the predicate needle device which uses a solid needle to "biindlf find the submucoisal tissue
plane, a minimum pressure or fluid flow rate Is utilized to penetrate the mucosa with the subject device.
As soon the fluid stream comes In contact with resistance (i.e.-tissue. fluid collection in the submucosa),
the fluid continues to follow the path of least resistance and collect In the submucosa - because loose
areoilar tissue, In which fluid may collect, only exists In the submucosa. The muscularls propria layer
creates a physical barrier against which the fluid expands laterally, leading to Immediate elevation of the
mucosal lesion. Very high pressures are needed to damage the muscularls layer In an animal model, but
this Is controlled by direct visualization by the operator.

C. Injection Volume

Technological Modality - Predicate

o When attempting SIPIEMR, there Is no a specific volume of fluid which Is used, but rather, the desired end
point Is a submucosal swelling beneath thes polyp and adjacent portions of the mucosa controlled by visual
assessment of the endloscoplsaL

o Elevattion of the polyp may take 3-4 mL of saline given In several places, although some authors use up to
30 mL of fluid.12

Technologpical Modatity - Proposep

o The ERBELIFT system, like the predicate, will deriver as little or as much fluid Into the submucosa as the
physician wishes. The desired endpoint fot rtucosal elevation prior to EMIR Is controlled entirely by direct
visualization of the physician. (See section B - Correct Placement)

D. The Non-lifting SIgn

Technological Modefityv - Predicae

o ira polyp falls to eevate (then~on-lfflng sign')Jt may be anindicatlon of infiltration by cancer intot the
submucosa, with fixation by tumor limiting the expansion of the submucosal layer.

¶2Ways JD. Endsmpk mnucosai rmsection of colon po~ps. Gastrointest Endose Clin Not~h Am 2001:11:537- 4&1
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o Although too deep or too superficial needle placement may be the cause for failure to raise a blab under a
polyp, a submucosal bulging or blob on one side oa a polyp In response to Injection without any visible
elevation of the tumor itself is a clue that there is fixation to the submucosa.

Technolo!ical Modality - Proposed

o The ERHELIFT system will likely perform sirmilady to the predicate since fluid will expand in the submucosa
by spreading through the loose areolar conneclive tissue and not through the deep tethering caused by
malignant Infiltration. Control of the elevation is entirely by visual inspection.

3.2. Performance Testlna Criteria: Summary of Test Plan

Based on the discussion In sections 1 - 3.1, to support the the rationale behind the specific aims, goals,
methodology and conclusions used for the ERBELIFT Performance Testing (ex- viva and in-vivo) to
support substantial equivalence, the following is an outline of the actual Performance Testing
requirements for this submission: The full test plan Is a seprate document: 'ERBELIFT Performance
Test Plan'.

Purpose

I.To evaluate the technical feasibility output performance of the ERBELIFT Prototype System Rev A
which consists of the following:

o Flexible Probe Prototype (design option A: Tapered Distal Tip //005'inner diameter tip opening)

o Prototype Hand Pump (force amplifier)

o Standard Control Syringe (10 cc)

ii.Assess the if we can prove the ERBELIFT system's performance and intended use to be Substantially
Equivalent to the Inlection Needle - comparing output performance results against the:

~Carr-Locke Injection Needle or equivalent

* Hand Force (under direct visualization per the IFU)

* Standard Control Syringe (10 cc)

Goals I Alms of the Studies

The Investigators Used prototype versions of the ERBELIFT system for effectiveness of creating a
submucosal elevation I lift, under direct endoscopic visualization, with performance comparable to an
injection needle In the ex-vivo porcine stomach and the In-vivo porcine colon In order to:

a Evaluate the technical feasibility of needie-less method to create a submucosal elevation I lift using
the ERBELIFT Hand Pump and Needle-less Flexible Probe - Ex-Vivo Trial #U

* Evaluate the most optimal technique to create a submucosal elevation I llft using the needle-less
ERBELIFT system and compare results to the standard Injection needle method - Ex-Vivo Trial 02

* Compare the efficacy and efficiency of performance outputs, specifically of creating Submucosal
Elevation I Lift, of the ERBELIFT needle-less system to the standard Injection Needle Method - In-
VIvo Trial

* Make recommendations for improvement of the prototype ERBELIFT system device.
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.Exhibit 2,
ERBELIFTTM

Performance Test Plan
(Note: ResultslConclusions are

Included)
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ERBELIFT Performance Test Plan

EX-VIVO PORCINE STOMACH MODEL

AND

IN-ViVo LIVE ANESTHETIZED PORCINE MODEL

Background

Endoscopic mucosal resection (EMR) is acknowledged as a curative therapeutic modality In the treatment of early
gastrointestinal cancers1; Submucosal injection with saline Is used to prevent complications 2. When solutions
like normal saline are Injected submucosally, the mucosa lifts isolating the lesion and protecting the muscularis
propla from injury and perforation.

Endoscopic mucosal resection (EMR) Is mainly accomplished by the 'lift. and cut method3'4. The 'ifti of the tissue
is important to decrease complications such as perforation when cutting the mucosa. Loss of mucosal 'rift' prior
to submucosal dissection or EMR Increases the risk of complicatIons 5.

Reasons for 'liftt lss include time spent locating the submucosal plane using an injection needle. There have
been no commerclally available alternative methods for achieving a needle-free tissue 'lift." A novel hand-pump
needle-less elevation system (ERBE-USA, Marietta, GA), has been developed.

Purpose

· To evaluate the technical feasibility output performance of the ERBELIFT PrototYPe System Rev A which
Consists of the following:

o Flexible Probe Prototype (design option A: Tapered Distal Tip//.005'inner diameter tip opening)
o Prototype Hand Pump (force amplifier)
o Standard Control Syringe (10 cc)

* Assess the if we can prove the ERBELIFT system's performance and intended use to be Substantially
Eculvalent to the Inlection Needle - comparing output performance results against the:

* Carr-Locke Injection Needle or equivalent
* Hand Force (under direct visualization per the IFU)
* Standard Control Syringe (10 cc)

Goals / Alms

The investigators used prototype versions of the ERBELIFT system for the following study goals I alms:

1) Effectiveness of creating a submucosal elevation/lift under direct endoscopic visualization,

2) Performance Outputs comparable to an injection needle in the ox-vivo porcine stomach and the in-vivo
porcine colon in order to:

a) Evaluate the technical feasibility of needle-less method to create a submucosal elevation I lift using the
ERBELIFT Hand Pump and Needle-less Fledble Probe - Ex-Wvo Trial #1

b) Evaluate the most optimal technique to create a submucosal elevation I lift using the needle-less ERBELIFT
system and compare results to the standard Injection needle method - Ex-Vivo Trial #2

c) Compare the efficacy and efficlency of performance outputs, specifically of creating Submucosal Elevation iLift, of the ERBELIFT needle-less system to the standard Injection Needle Method - In-Viva Trial/IACUC
Animal Study

d) Make recommendations for Improvement of the prototype ERBELIFT system device
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ERBELIFT Performance Test Plan

EX-VIVO PORCINE STOMACH MODEL
AND

IN-VIVO LIVE ANESTHETIZED PORCINE MODEL

Methodology

a) Ex-1Vivo Model

• A standard ex-vIvo porcine stomach model was prepared from freshly harvested material and mounted ona purpose-designed plastic frame with the duodenum cross-clamped. The Stomach was Irrigated with
normal saine as necessary to provide a clear mucosal field for the endoscopic experiments.

* Due to different stomach wall thicknesses and the mechanical behavior of the gastric mucose of the pig in
different areas of the stomach, tests for upper, middle and lower thirds of the stomach were carried out
and assessed. The porcine stomach has the greatest similarity to human anatomy In its upper third6.

b) In-Wvo Model

* Reference CBSET Animal Facility Protocol # WYO00001; IACUC Project Number: 100012

* Pigs (>25 kg Yorkshire pigs) were prepared in a standard fashion as per protocol and anesthetized to
allow access to the upper and lower gastrointestinal tracts.

1. Ex-VIvo Trial #1 - Technical Feasiblilty

Reference Protocol I and Report - 'Technical Feasibility Protocol for the evaluation of the ERBELIft Prototype System
Rev. A. Flexible Probe end Hand Pump (Forme Anplif'er)'

* Normal saline was used with the ERBELIFT system.

* The flexible probe was passed through a standard endoscope and gently placed directly against the
mucosa at the desired location without force since, In this needle-less system, only the water stream
breaches the mucosa and not the flexible probe Itself (no mechanical Injection);

* The Hand Pump Is used to easily generate the necessary Input linear driving force to push the plunger of
the fluid filled syringe, which in turn forces the fluid out of a micron sized distal orifice at the output flow
rate specification required for a needle-less water stream to breech the mucosa and to fill the submucosa
with saline.

* The investigation began with the evaluation of the lowest Input hand pump activation rate I input forcepossible to generate enough output fluid speed (volume over time) for a submucosal lift under direct
visualization.

• These resultant input hand pump activation rates to output flow rate measurements were used as a
baseline for specification development of the ERBELIFT Hand Pump and Probe functionality.

* An Input 'pressure' measurement generated by the hand pump to the fluid filled syringe could only be
measured as an approximation, and recorded only as an Investigational specification value during this Ex-
Vivo Trial.

- This is because the hand pump applies an inrput linear force tothe plunger of the fluid filled syringe
over a set distance oer pull of the trigger, pushing the fluid out of the syringe at a certain speed -
which equates to a output volume flow rate (volume/ time).
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ERBELIFT Performance Test Plan

EX-VIVO PORCINE STOMACH MODEL
AND

IN-VIVO LIVE ANESTHETIZED PORCINE MODEL

- Under direct endoscopic visualization, hand pump activation rates may slowly be increased, until the
necessary flow rate is achieved to generate e submucosa lift In varying types of tissue typoes
(increased wall thickness, mechanical tissue resistance, etc). As soon the fluid streami comes in
contact with resistance (i.e.-tssue, fluid collection in the submucosa), the fluid continues to follow the
path of least resistance and collect in the submucosa - because loose areolar tissue, In which fluid
may collect, only exists in the submucosa

- Pressure Is a Force per unit Area measurement and approximation of minimum input pressure
values could only be measured using a pressure gauge attached to the syringe/flexible probe
connection point and was loosely correlated to the output flow rate and input hand force I activation
rate generated from the Hand Pump. Pressure measurements are dependent on the surface area,
fluid viscosity. backpressure, etc, and are difficult to measure at an input without specific locked
design specifications.

- Except for the differences between Individual operators (cannot be controlled with the predicate
device), the mechanical drive, orifice size, syringe, and probe limit the maximum flow rate. Both the
predicate and subject devices operate with very similar variability. The key here is that with both the
proposed and predicate devices, lifting Is performed under direct visualization.

* An injection needle utilizes variable hand force applied to the syringe to generate an output flow rate and
also variable push force to penetrate the mucosa and position the needle In the correct submucosal
plane. No hand force was recorded on the syringe and Injection needle, since the performance output
was designated by direct visualization.

• The hand force I activation rate applied to the hand pump, whether slow. medium or fast was correlated
to flow rate output, based on the volume of fluid and time taken to create a 'visible' submucosal lift.

Goals -

a. In order to Identify the feasibility specifications for needle4ess elevation/rift. a slow pull rate was
applied to the hand pump, thereby pushing the fluid filled syringe at a slow consistent flow rate -
Increasing the trigger speed until the submucosal cushion was visualized by the operator - thus
providing the minimal flow rate specification for the needle-less water stream to breech the mucosa
and to fill the submucosa with saline.

b. In order to determine pntimal hand pump activation, related to submucosal cushion as assessed by
direct visualization. different levels of hand force applied to the Hand Pump, starting from very slow
trigger pulls up to fast trigger pulls were used to determine the volume I time or flow rate necessary to
create the desired submucosal cushion In varying types of tissue (wall thickness, mechanical tissue
resistance, etc.).

Conclusions -

- The Investigators concluded that the ERBELIFT system met the intended use siecifications.
- Mucosal elevation was highly reproducible based on desired tissue effect,
- Initial experience suggested this technology could produce tissue effects comparable with needle

Injection for EMR.

Page 3of6 7

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



ERBELIFT Performance Test Plan

EX-VIVO PORCINE STOMACH MODEL

AND

IN-ViVO LIVE ANESTHETIZED PORCINE MODEL

'2. Ex-Vivo Trial #2 - Optimal Technlque

Reference Protocol I and Report - "Mucosal Tissue Bevation Utilizing a Novel Handheld Needle-less System for Tissue
Elevation"

* Normal saline was used with the ERBELIFT system.

* The flexible probe was passed through a standard endoscope and gently placed directly against the
mucosa at the desired location without force since, in this needle-less system, only the water stream
breaches the mucosa and not the flexible probe itself (no mechanical Injection).

* The aim was to determine If the ERBELIFT system Improved overall procedure time (efficiency), quality of
the submucosal elevation (lift), method of generating force required for fluid delivery to the submucosa,
and safety when compared to the traditional needle Injection system.

* Three levels of physician expertise were also tested. Each of the three arms consisted of different
Individuals who performed the injections with both the hand pump (force amplified) needle-less elevation
system (ERBE USA, Inc.), and traditional Injection needle system. The first arm was conducted by a
master clinician (attending gastroenterologlst), the second arm by a gastroenterology fellow. and the third
arm by a novice (indMdual who has never performed endoscopy). These Individuals were selected from
the academic Institution where the research will occur.

* Stomachs from five (> 25 Kg, Yorkshire pigs) were used. Each of the three arms consisted of a different
individual who performed the Injections with both ERBELIFT (force amplified) needle-less elevation
system and traditional Injection needle system.

* The following parameters were evaluated:Height of Elevations, Time to Inject 10cc saline with the
endoscope 1 cm away from the target, Pressure In the syringe system, Flow Rate, Safety on tissue, Ease
of use, Accuracy and Diameter of the blebs.

* Five endoscoplsts performed 10 tissue elevations each - 5 with the traditional needle, and 5 with the
ERBELIFT system.

* Mucosal lift was accomplished in 100% of the needle-less group and 92% In the needle group,
Independent of the endoscoplst skill level.

* There were no perforations.

* The needle-less system was rated simple to use in 92% while the needle system was 64% (p=0.02).

• Accuracy was <3mm In 100% with the needle-less system and <3mm In 76% with the needle system
(p=0.O1).

* There was no significant difference between the needle-less and needle group for height of elevation or
flow rate.

* Total procedure time was less In the needle-less group (p<0.01) and yielded greater maximum lift
diameters (p=0.03).

* The investigators concluded that the ERBELFT system improved procedure time, was easy to use,
yielded greater rift diameters and caused no perforations.

* In-vivo studies were needed to validate these findings in living tissue.
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ERBELIFT Performance Test Plan

EX-VIVO PORCINE STOMACH MODEL
AND

IN-VIVO LIVE ANESTHETIZED PORCINE MODEL

3. In-Vivo Trial -

Reference CBSETAnimanl Facility Protocol # WYOOOP01; IACUC Project Number 100012

· On the basis of the ERBELIFT ex-vivo technical feasibility and comparative studies to determine minimum
flow rate in attaining a needle-less submucosal breech and optimal ERBELIFT system performance I
functional techniques to create a submucosal lift / elevation, submucosal cushions were created In-vivo
in different areas of the colon and their sizes were measured objectively.

a Experimental fluid cushionsof saline were created as a control, to Identify the constant - volume. This
was Identified by visualization of an Ideal 'polyp'. Based on the pseudopolyp created with between 1 - 2
ml of saline, the volume of 1 .5ml, which is equivalent to 2 full trigger pulls of the hand pump, was chosen
as the constant.

* The duration time of saline submucosal Injection to 1.5ml was recorded and the bleb size created was
recorded with endoscopic images for comparison of blab size to flow rate - to support substantial
equivalence.

* I endoscoplst (master clinicians), 1 trainee, and 1 novice were selected to perform 20 tissue elevations,
using 1 .mL of blue-colored normal saline, 10 with the novel hand-pump needle-less elevation system
and 10 with a traditional needle Injection system in a live porcine model a: >25 kg Yorkshire pig.

a Perforation rate was also evaluated as a worse case test - by applying Intentional maximum force on the
hand pump In the thin walled colon. This was defined as the maximum pull I activation force applied to
the trigger of the hand purmip by the user, and deliberately Ignoring the visual tissue effect - essentially
simulating negligent use of the product.

* Flow rate peaks were recorded, and potential damage to the muscularis was examined by excising the
organ and completing a leak test.

* There was no statistical difference between the needle-less and needle group or flow rate (0.39 ±0.05
mL/s vs. 0.36 ±0.07 ml.s, respectively, p = 0.36).

* There were no perforations at maximum force.

* The investigators concluded that the ERSELIFT system performed as well as the needle system and that
the results of ex-vivo results could be validated In living tissue.

Please reference Test Protocols end Reports for Additional Information end Detailed Results.

Page of 6

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



ERBELIFT Performance Test Plan

EX-VIVO PORCINE STOMACH MODEL

AND
IN-VIVO LIVE ANESTHETIZED PORCINE MODEL
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Exhibit 3,
Testing Report (Results) of

Feasibility Protocol,
Ex-Vivo Trial I
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E R B E Technical Feasibility Evaluation of the ERBELIFT Prototype System Rev A:
USA INCORPORATED Flexible Probe and Hand Pump (Force Amplifier).
Surgical Systems

P. purpose:

I. To evaluate the technical feasibility output performance of the ERBELIFT Prototype System Rev A which
consists of the following:

o Flexible Probe Prototype (design optioniA: Tapered Distal Tip//.005" inner diameter tip opening)
a Prototype Hand Pump (force amplifier)
o Standard Control Syringe (10 cc)

ii. Assess the If we can prove the ERBELIFT system's performance and Intended use to be Substantially
Eeuivalent to the Inlection Needle - comparing output performance results against the:

• Carr-Locke Injection Needle or equivalent
* Hand Force (under direct visualization per the IFU)
* Standard Control Syringe (10 cc)

/

Goals I Aim

Using the following criteria, the goal of this technical feasibility study will determine If the ERBELIFT PrototypeSystem Rev A meets or exceeds its Intended use specifications, and also determine If the Initial results
support substantial equivalence to the injection needle.

I. Determine the minImum flow rate (and corresponding input pressure) required for a needle-less breach of the
mucosa for the ERBELIFT Prototype Rev A system.

!i. Evaluate substantial equivalence based on the following performance testing of the ERBELIFT System to the
Injection Needle (see section 3.0 of this protocol), specifically looking at:

* Flow Rate Output to Approximate Input Pressure Performance.
* Desired Tissue Effect under Direct Visualization

If thesegoals are met, we cab deem the ERBELIFT Prototype System Rev A as the 'Design Select' and move
on to the next project phase: Design Verification and Validation.

Ill. Materials:

• ERBELIFT Flexible Probe - Prototype A (tapered tip)
* ERBELIFT Hand Pump - (18:1 Power Ratio - Easy Push) Prototype
* Carr-Locke Injection Needle or equivalent
* Standard Control Syringe - Deroyal 10cc
* Pressure Gauge - US Gauges ( Manufactured for Merit Medical) - 0 PSI- 480 PSI +1- 5 PSI [for

Investigational measurements only, to be attached to a standard control syringe for both the ERBELIFT end
Injection Needle test devices, for measuring approximate Input pressures only]

* Ex-Vivo Tissue Sample: Large Intestine (swine)
• Normal Saline 0.9%
* Methylene Blue (or equivalent)
* Digital Camera
* Standard ruler
* Stopwatch
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EE R B E Tchnical Fmlbily Evaluation oft ERto LI F Prototype System Re A:
JSA INcRORA-fTED Flex" Probe and Han Pumnp (Force AmpIfier.
.ufgicIal Systems
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E R B E Technical FeaTibl Fty Evaluaton of the ERBEUFT Prototype SyStem Rev A:
JSA INCORPORATED Flexible Probe and Hand Pump (Force Amplifier).

aurgical Syslems
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E R B E Technicl Feasbility Evalumtion of the ERWEM FT Prototype System Rev A.
UJSA INCORPORATED Flexible Probe and Hand Pump (Force A~ .
urgical Systems
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E R B E Technical FatOity EvIok n of the ERSEUFT Prototy System Rev A:
ISA iNCORPORATED Flexible Probe and Hand Pump (Force Aoe~ .

.urgical Systems
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E R B E Technical Feasibility Evaluation of the ER,_EUFT Prototype Syste Rev A,
'JSA INCORPORATED Flexible Probe and Hand Pump (Force AmplIfler)
Jurgical Systems
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Exhibit 4,
Study Protocol and Report,

Ex-Vivo Trial 2

I¥
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Submucosdl "Lift" utilizing a novel Hand-Held Needle-less System

Obstein KL, Maurice D, Matthes E, Thompson CC, Canr-Locke DL

Study Design/Protocol

1. Aim: To determine if a novel hand pump (force amplified) needle- less elevation
system (ERBE USA, Inc.), when used in procedures where Selective Tissue Elevation
(specifically submucosal "lifting") is desired, will improve overall procedure time
(efficiency), quality of the submucosal elevation (lift), method of generating farce
required for fluid delivery to the submucosa, and safety when compared to the
traditional needle injection system.

II. Hypothesis: The novel needle-less elevation system (ERBE USA, Inc.) will result in
improved procedure time (efficiency) dedicated for submucosal elevation (lifting), an
easier and less demanding method of-generating force to drive the fluid delivery to
the submnucosa, as well as provide similar quality and~safety of the submucosal
elevation (lift) when compared to the traditional needle- injection system

Ill. Brief BackgroundlSisnificance:
Endoscopic mucosal resection (EMR) is mainly accomplished by the "lift" and cut
method [1,2]. The "lift" of the tissue isimportant to decrease complications such as
perforation when cutting the mucosa. Loss of mucosal "lift" prior to submucosal
dissection or endoscopic mucosal resection (EMR) increases the risk of complications
[3].

There are many factors that influence loss of the lift including the type of needle used,
the experience of the clinician, the appropriate deposition of the lifting solution in the
correct tissue plane, the volume of lifting solution injected, and the duration of time
required to obtain an adequate "lift." Until now, there has been no alternative method
for achieving a tissue "lift" without using a needle based system. The novel hand
pump (force amplified) needle-less elevation system (ERBE USA, Inc.), has been
developed in order to facilitate the separation of tissue planes by utilizing a 120
micron stream of saline. This system may be useful in providing adequate "lift" for
EMR and may improve overall outcomes as a result.

IV. Research Desian and Methods:

a. Basic Study Design:
Observational three arm trial with each arm having the same case and control.

b. Assembly of subjects:
Porcine small intestine from five, greater than 25 Kg, Yorkshire pigs will be
utilized to model the human colon. The porcine small intestine will be
harvested from an animal facility and be delivered fresh to the wet-bench at
the laboratory facility where the study will occur. Each of the three arms will

16c
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consist of a different individual who will perform the injections with bath the
hand pump (force amplified) needle-less elevation system (ERBE USA, Inc.),
and traditional injection needle system.

The first arm will be conducted by a master clinician (attending
gastroenterologist), the second arm by a gastroenterology fellow, and the third
arm by anovice (indiv~idual-who has never performed endoscopy). These
individuals will be selected from the academic institution where the research
will occur.

c. Exposures:
Each arm of the study will consist of the associated individual performing
submucosal "lifts" on 5 pieces of small intestine. Each individual piece will be
its own case and control. Cases will be defined as utilizing the hand pump
(force amplifier) needle-less elevation system (ERBE USA, Inc.) with 10 cc's
of normal saline injected into the mucosa through a standard channel
colonoscope (Olympus CF-Q160). Controls will be defined as utilizing the
needle system by Olympus (Olympus disposal injector needle NM-200U-
0423, 23G) with 10 cc's of normal saline injected into the mucosa through a
standard channel colonoscope (Olympus CF-Q160). Each of the 5 pigs will
have a piece of their small intestine utilized by each of the 3 individuals. In
total each individual will complete 5 cases and 5 controls. The total number
of cases will be 15 and the total number of controls will be 15. A small dot
will be made utilizing a surgical marker that will serve as the intended site for
the "lift."

V. Outcomes and their Measurement:

•Height of Elevations: Measured in millimeters immediately after a "lift" by a
laser guidance system from the apex of the "lift" to the standard surface of the
tissue at the bottom of the "lift."

o Time: Measured in seconds from the time the system is pushed out of the end of
the endoscope to the time the 10 cc of normal saline is injected into the mucosa.
The endoscope end will be I cm away from the target site before the system is
pushed out the end.

o Pressure: Measured in bar, a pressure gage will be connected to the syringe
system to measure the maximum pressure and minimum pressure once the lift has
begun.

o Flowt Rote/~i'ne: Measured by the amount of volume in the normal saline syringe
(10 cc) divided by the time in seconds to fully expel the volume in the syringe.
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* Safey: Measured by examining the tissue after injection to determine if any tears
or perforations exist. This will be accomplished by tying one end of the tissue
with suture, insufflating the tissue with air until inflated, submerging the tissue
underwater, and observing for leakage of air/air bubbles.

o Ease of use: Each individual will assess this qualitatively for each of the cases
and controls.

o Accuracy: Measured in millimeters from the target dot to the actual site of the
apex of the "lift."

o Diameter: Measured in millimeters on two different axis positions.

VI. Analysis Plan:
Comparison of the cases, controls as a group of 30 (15 cases and 15 controls) and
comparison of cases and controls by individual as groups of 10 (5 cases and 5
controls).
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Mucosal Tissue Elevation Utilizing a Novel Hand-Held Needle-less System

Background
Endoscopic mucosal resection (EMR) is primarily accomplished by performing tissue
elevation or "lift," followed by excision of the lesion. The mucosal "lift" facilitates
resection and dissection. Loss of mucosal "lift" increases risk of complications. Reasons
for "lift" loss include time spent locating the submucosal plane using a needle. There
have been no commercially available alternative methods for achieving a needle-free
tissue "lift." A novel hand-pump needle-less elevation system (ERBE-USA, Marietta,
GA), has been developed.

Aim
To determine whether a novel hand-pump needleless elevation system will affect
procedure time and generate tissue elevation without complication when compared to a
needle system.

Methods:
5 endoscopists (2 master clinicians, 2 trainees, and I novice) were selected to perform 10
tissue elevations, using 10 mL of blue-colored normal saline, 5 with the novel hand-pump
needleless elevation system and 5 with a traditional needle injection system (Olympus,
Tokyo, Japan) in a porcine stomach model. Each endoscopist was randomly assigned an
individual, freshly harvested stomach from a >25 kg Yorkshire pig. Height of elevation
(mm), procedure duration (s), perforation rate, ease of use (simple, fair, unacceptable),
accuracy of elevation placement (within >3mm, 3mm, <3mm of intended target),
diameter of bleb (2 axis in mm), and flow rate (ml.Js) were recorded. Statistical analysis
was performed to compare the needleless system to the needle system as an overall
group.

Results:
Mucosal lift was accomplished in 100% of the needleless group vs. 92% in the needle
group, independent of the endoscopist skill level. There were no perforations. The
needleless system was rated simple to use in 92%.(23/25) while the needle system was
simple to use in 64% (16/25) of cases (p=0.02). Accuracy was <3mm in 100% with the
needleless system and <3mm in 76% (19/25) with the needle system (p=0.01). There was
no statistical difference between the needleless and needle group for height of elevation
(15.27*4.99 v. 15.84+5.5, respectively, p=0.72) or flow rate (0.614t0.09 v. 0.53:0.23,
respectively, p--0.1). Total procedure time was less in the needleless group (19.36-3.35 v.
28.2:8.85, respectively, p<0.01) and yielded greater maximum lift diameters
(40.18-10.26 v. 33.03±11.31, respectively, p-0.03 ).

Conclusions
The novel hand-pump needleless elevation system improved procedure time, was rated
simple to use, and generated larger maximum diameter mucosal elevations without
complication when compared to a traditional needle system. The needleless system will
be useful in providing adequate mucosal elevation for EMR and may improve overall
outcome.

Records processed under FOIA Request #2011-1895; Released by CDRH on 09-20-2012.

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



Exhibit 5,
Testing Protocol and Report,

In-Vivo Trial
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Final Protocol

A NonGLP Technlic Feesbty Protocol for the evalation of the ERELUFT Prototype
System Rev. Ak Flexible Probe and Hand Pump (Force Amplifie In a Porcine Model

Test Fa:litr. 

Study Directo. 

Sponesor ERSE USA.
2225 Northwiest Parkway,
Marleam, GA 30007

Date: March 9, 200

45-~~~~~~~~~

(b)(4) Contractor Test Study
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(b)(4) Contractor Test Study
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Attachment #1
ERBELFV' ANIMAL LAB 0309W

CBSrT, LEXINGTON, MA
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Attachunnt #1 2
ERBErFT ANMAL LAB 030909

CuSTr, LE IGTON, MA
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Attachment #1 3
ERBELIFT ANIMAL LAB 0-090

CBST, LEXINGTON, MA
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ERBELIFT ANIMAL LAB 00l90

CBSET, LEXINGTON, MA
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ERBELIFT ANIMAL LAB m309

CBSET, LEXINGTON, MA
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