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BaroSense ACE™ Stapler and Cartridge

L]
@BAROSENSE

General Information
Cr.itgria : | b . _' - Information
Trade Name ACE™ Stapler
(Note: the trademark name is still being finalized
and may change from that listed above)
Product Name ACE Stapler and Cartridge
Catalog/Model Number F0084 ACE Stapler Reusable Handle
F0085 ACE Stapler Head
F0087 ACE Stapler Cartridge
Common Name surgical stapler and cartridge
Classification 21 CFR 876.1500- Endoscope and Accessories;
Class IT; Product code: OCW
510(k) Owner BaroSense, Inc.
250 Chesapeake Drive
Redwood City CA 94063
Contact Person Sheila Stevens, PhD
Director Clinical and Regulatory Affairs
BaroSense, Inc.
sstevens{@barosense.com
650-362-6016 (phone)  650-362-0070 (fax)

Summary of Substantial Equivalence

The BaroSense, Inc., ACE Stapler and Cartridge (component models FO084, FO085
and FO086) are substantially equivalent to the BaroSense ACE Stapler and Cartridge
(component models FO031 and FO007).

Date; March 22, 2011
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Predicate Devices

Aamguitinnr T T Pradieaiiics T st
BaroSense, Inc. ACE Stapler, model FO031 K082044 -
Redwood City, CA ACE Stapler Cartridge, model F0007

Device Description

The ACE™ Stapler is a surgical stapler used in hospitals or surgery centers for staple .
closure on the wall of the stomach or gastrointestinal tract.

The single-patient-use, disposable stapler head is supplied non-sterile and is fitted
with a sterile, single-use staple cartridge. The stapler head 1s attached to a reusable,
flexible stapler handle that controls the position and articulation of the stapler head.
In use, the stapler is introduced into the patient through the mouth. A flexible
endoscope passes through the stapler for gastric tissue visualization. The stapler
works in conjunction with a vacuum pump to create a plication [tissue fold] in the GI
tract, which is then compressed. The stapler then places a double, circular row of
titanium staples. A non-absorbable ring helps reinforce the staple placement in the
tissue. The tissue compression and stapling functions are controlled by commercially
available inflation syringes.

The stapler may be introduced over a guidewire. If multiple plications are required,
an endogastric overtube may be used to protect the esophageal tissues during repeated
insertions of the device. The guidewire, overtube, flexible endoscope, vacuum pump
and inflation syringes used with the stapler are all commercially available medical
devices, not the subject of this 510(k), and are not supplied with the stapler.

The predicate device has identical technological characteristics. However. the
predicate stapler device is provided as a single-patient-use, non-sterile, disposable
unit. The predicate device is introduced through an overtube, as it does not inciude a
membrane designed for guidewire introduction.

Indications for Use

The BaroSense ACE Stapler is indicated for endoluminal trans-oral tissue
approximation and ligation in the gastrointestinal tract.

Bench/Animal Testing

All patient contacting components of the ACE Stapler are composed of materials of
known biocompatibility tested to the requirements of ISO 10993. The safety and
effectiveness of the device was further established through a series of bench and
animal tests. All testing vielded acceptable results.
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Form Approved: OMB No, 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug-Administration

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

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

TYPE OF 51({K) SUBMISSION
’ [ Traditional . %] Speclal 7] Abbreviated

STmOMD TITLE !
ISC 11137-1:2006 Sterilization of Health Care Products - Radiation- Part 1@

Please answer the foliowing questions ) ‘ ‘ Yos No
Is this standard recognized by FDAZ? ..........oooocomrveees oo (] I
"FDA Recognition number3 y 14-297

Was a third party Iaboratory responsib!e fortesting conformity of the devlce to thls standard Identified
in the 510(K)? covveveeeeees . . BSOSO ' | O

Is a summary report“ descrlbung the extent of conformance of the standard used mciuded in the

Ifno, complete a summary report tab{e .

Does the test data for this dewce demonstrate conformlty to the reqwrements of tms standard as it

PEFtAINS t0 NS AOVICET .....vuiee et ettt e r e ettt 0
Does this standard include 36COPIANGCE CIHEIIAT ..v.u.rrrr.iersrreeeceeeee i eesenrceesseaees e eesee s ee s O
If no, :nclude the results of 1estlng in the 510(k). '
Does ‘this standard inciude more than one option or selection of tests? ....... SRV I A
If yes, report options selected in the summary report table,
Were there any deviations or adepiations made in the use of the standard? ... SRRV i
if yes, were deviations in accordance with the FDA supplemental mformatlon sheet (SIS) 2 e tJ ]}
Were deviations or adaptations made beyond what is specified in the FDA SIS? oo,
i yas, report these deviations or adaptations in the summary repor table.
Were there any exclusions from the SEaNdard? ...............cc..eemnoimnserressssssssssseeseessressomensennn. L) -]
If yes, report these exclusians in the summary report table
Is there an FDA guidance‘i that is assoctated with this standardg? .. ... e [ 3]
If yes, was the guidance document followed in preparafion of this 510k? et eesnesessns toresstrstrsnsneenes L ]
Title of guidance:
1 The formatting conventicn for the Litke 1s; [SDO) Inumeric identii er] certification body Involved in conformance assessment to this
[tUe af standard] [date of publicetion] standard. The summary report Insiudes information on all slandards
2 Authority [21 U.S.C. 3604], www.fda.goviecrivsidsprog himl . utilized during the development of the device.
¥ hitp:fhwww. occessdate, fda.goviscriptalsdrivefdocalefStandardal * The supplamental Informatlon shaet {SIS) Is addklonet inlormation
search.chm which is necessary befors FOA recognizes the stancard. Found at
* The summary report should inciuda: any adaptations used to adapt h:lp:.'hr:zwfw,acr;essdala.rda.gov!scnmslndrhlcfdocsIcfS!andardaf
t0 the device under ravlew (inr axample, alternative test mathodsy; search.ctm )
choices mada when options o a selection of mathods are described; § The nling search for CDRH Guidonce Cocuments can be found at
deviatlone from the standarc; requirements not applicabla [0 the " www.fda govicdrhiguidanca.html
davica; and the name and address of the test laboratory or
FORM FDA 3654 (9107 : . - ~+ Page FSC Graphicy (301} 443-1096 G
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Foren Approved: OMB No. 0910-0120; Expiration Data: 8/31110

Departmant of Health and Human Services
Food and Drug Adminisiration

STANDARDS DATA REPOR‘I‘ FOR 510(k)s
{To be fillad in by applicant}

This report and the Summary Report Table are to be completed by the applicant when submitting & 51 O(kp that refer-
cnees 2 national or international standard. A separate report is requ:red for each standard referenced in the 510{(k).

TYPE OF 510(K) SUBMISSION }
[ Trochionat i specia {1 Abbresiated

STANDARD TITLE!
ISC 11137-2;2006 Sterillzation of Health Care Products - Radiation- Part 2:

Please answer the following questions ‘ . -Yes  Nu
ts this standard recognizad BY FIDAZD e e cmassssies st sns s e s s e g g
FIDA RECOGNIHION MUMBEF ..oovvveo v sesmrnesessos s siss st srar s s s bsss it s s s s #14225

Was 3 third party Iaboratory responsable for tesﬂng oonforrmty of the device lo this standard identified
in the 510(k)? ... RSOOSR 4 B 1 I

Isa summary report“ descrabmg tha exteni of mn!‘ormanf‘a of the standard used included in the

BAO(K)7 ovvrerernnreerr e 7 1
If no, complete a summary reporttable
Does the test data for this device demonstrate conformity te the requlremants of tms standard as it
pertains to this ARVIGET .ot e et s s PP m E:l
Does this standard in..ludc acccptance CIEBIAT +oreeveee e asseriescamver e e rmeesesors eseeraeaaee by me s sbs Vi i
_lfno, include the resuits of testing in the 510(k).
Does this standard include more than one opticn or selection of {@SIS? ol C J
If yes, report options selected in the summary report tabie.
Were there any deviations or acfaptatlons made I the use of e SARdard? ......o.eeeenerrrensoionenes -
If yes, were deviations in accordance with the FDA supplemental information sheel (Slq)s'? SO il
Were deviafions or adaptations made beyond what i specified in the FDA SIS7..ooceoocceivoeonre e L] ]
If yes, report these deviations or adaglations in the summary raport lable.
. Ware there any exclusions from the standard? e e s e asin s erere s ssssmsssanes
If yes, report these exclusions in the surmmary report table. . : :
Is there gn FDA guidance® that is associated with this standard? ...l 0 [/
If yes, was the guidance document followed in preparation of TS STOK? wocoverressse e sssaneeseessres L d
Tite of guidance: _
' Tha formaliing convention for the ttie 1s; {SD] (mumeric Wentfer] carliflcation body irvelved in conformanca zssessment to thia
[tle of stardard] [date of publication] . _standard, The aurnmary repert hcludes information on &lt standards
2 pg:therity [21 V.5.C, S600), www.Ida.govicarn/stasprog.ntml utitized during 1he development of the devics
3 htp:fiwerw, accassdata.'da gav/seripts/icdmicidocs/efStandards! § Tho susplemantal Ivformation ehoot ($15) Is addional ikormation
search.cfm . . which I3 aeceseary belore £DA racognizes ina standard, Found at
4Tre summary repar! should include: any adaptauon: waed 10 adEpt hitphwww accessdata.fda. g:vlscrmslccrhlcfdocs.fcfStsrdatds.' .
to the device under review (for example, Blerngive test metods), search cfm
chalces made when Opuors or a sduciun of nsthods ars dascribed; ® Tha nafina saarch inr CDRM Guidance Coc:Jmanls can be found al
deviations from the standard; recuirements nat apglicable to the www.Ita govicdi/quicance himl .
device: and the ramp and addrees of e teet laboratory or
FORM FDA 3654 (8/07) Page 1 PSR O At K
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Form Approved: OMB No. 091G-0120; Expiration Date: 8/3110

Department of Heallh and Human Services
Food and Drug Adminisiration

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

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

TYPE OF 510K} SUBMISSION
{7} Traditionat /] Special {] Abbreviated

STANDARD TITLE!
10993-1:2009 Biological evaluation of medical devices -- Pert: 1 :Evaluation and testing (Bincompatibility)

Please answer the following questions ’ Yes No
I8 this standard r6CogNIZEA BY FDAZ? .......vmwrvuurnitrissises e sseesseeesnees s eeseesi et essesseee oo eeeoeeseeeeeeess oo Il
FDA ReGOGIIION NUMBEIT ... oouvsiriesas oo e eneseseoes s oe s s e oo et . #2156

Was a third party Iaboratory responsxhle lor testing conformity ofthe device lo thls standard identified
N EHE STOMK)? st st sss oo ) W]

Is a summary report* descnbnng the extent of conformance of the standard used incluced in the
BIOKIT oo, OSSOSO v I o
If no, comple!e a summary report table

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

Pertains 10 this dEVICET ... oo [
Does this standard include acceptance Criteria? .......iecreeieeecere oo eoeoeeeeee oo ) J

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

Does this standard include more than one opfion or Selection 6f 1eSIS? ... ooeooevvooeoeee ¥4 d

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .. E]
If yes, were deviations in accordance with the FDA supplemental mformat:on sheet {SIS) 5 ? .............. {7

Were deviations or adaptations made beyond whal is specified in the FDA SIS?
I yes, report these deviations or adaptations in the summary report table.

-
al oo

Were there any exclusions from e StNAArAT ... oot O
If yes, report these exclusions in the summary report table,

fs there an FDA guldance® that Is assoclated with this $tandard? ... e L i
I yos, was the guidance document folfowed in preparation of this B10K? ..o [ ]
Title of guidance:
' The formatting conventian for the tille is: [SDO] {rumeric identifier] certification bady involvad in conformance assessment o this
ltitle of standard] [date of publication] standard. Tha summary report Includes infarmation on all Standards
? Authority (21 LL.B.C, 360d), www.Ida.govicdrhistdsprag. html utillzed during the developmaent of the device,
? hitp:fiwww.acce ssaia, fda. gov/seriplsicdrhicldocs/crStandardss % The supplemental information sheet (SIS) Is edditionel information
search.cim which is necessary before FDA rocognizes the standard. Found at
4 The summary report should Include: any sdaptations used to adupt hﬂp:.’rrt‘w;w.eccessdala.1da.gova’scriptsfcdrh!c!dncsfcfsmndarssr
to the device under review (lor example, alternathve test methods); . sedre ” m i
choices made when options or a selection of methods are descriced; " The enline search for CORH Guidance Documents can be found at
deviations from the standard; requirements nol epplicable lo the www.ida.govicdrh/guidance. himl
device; and the name and address of the test laboralory or
FORM FDA 3654 (8/07) Page 1 P56 Graghics (01124811058 BF
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Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - WQO66-G60¢
Silver Spring, MD 20993-0002

Sheila S. Stevens, Ph.D.
Director, Clinical and Regulatory Affairs
BaroSense, Inc.

250 Chesapeake Drive . ' R
REDWOOD CITY CA 94063 JUN
" Re: K110829

Trade/Device Name: ACE Stapler and Cartridge, Models F0084, -85 and -86
- Regulation Number: 21 CFR §876.1500

Regulation Name: Endoscope and accessories

Regulatory Class: 11 ‘

Product Codé; OCW

Dated: April 28, 2011

Received: May 6, 2011

Dear Dr, Stevens:

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

If your device is classified (see above) into either class II (Special Controls) or.class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part
807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related



Page 2

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm 115809 htm for
the Center for Devices and Radiological Health’s (CDRIH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please goto

http://www.fda. ,qov/MedlcalDewces/ Safety/ReportaProblem/default. htm for the CDRI—I 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.pov/MedicalDevices/Resourcesfor Youw/Industry/default.him.

Sincerely yours,

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

Enclosure
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II. Statement of Indications for Use

510(k) Number (if known): £ //0& R 9
Device Name: ACE™ Stapler and Cartridge

Indications for Use: The BaroSense ACE Stapler and Cartridge are indicated for
endoluminal trans-oral tissue approximation and ligation in the gastrointestinal tract.

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

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

M Page 1 of 1‘
(Divislon Sign-Off)
Division of
Urological [;*g‘gggucﬂve, Gastro-Renal, and
510(k) Number . /[0 827
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