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Date of Preparation: 17-Jun-2013
Evenflo Feeding, Inc.
9277 Centre Pointe Dr., Suite 160 Tel — 513-870-1629
West Chester, OH 45069 Fax - 513-870-1646
Official Contact: Mr. Wade Halma

Product Integrity Engineering Manager
Proprietary or Trade Name: _ Evenflo Advanced Double Electric Breast Pump
Common/Usual Name: Powered breast pump
Classification Name: Powered breast pump

" HGX - CFR 884.5160

Class 2- OTC

Predicate Devices: _ -‘K973501 — Ameda — Purely Yours

K 102600 — Evenflo — SimplyGo

Device Description:

The Evenflo Advanced Double Electric Breast Pump is an ¢lectrically powered breast pump that
_uses negative pressure to express milk from a lactating woman's breasts. A reciprocating vacuum
pump, driven by a microprocessor, generates the suction to extract the milk at vacuum levels
between 25 and 254 mmHg. The flange system is convertible between single and double

pumping.

Four buttons on the user interface allow the user to select one of 32 settings (eight vacuum levels
and four cycle rates for each vacuum level) and the LED interface displays the selected setting.
Additionally, there are three different flange sizes that allow the user to select the size that best
fits their breasts. These features allow the user to customize the device, improving the comfort of
their pumping experience.

The device can be powered by six "AA" batteries or the provided mains adapter.
Indications for Use: .
The Evenflo Advanced Double Electric Breast Pump is an electrically powered suction device

intended to expfess and collect milk from lactating woman’s breasts. This is for a single user.

Patient Population: Lactating women
Environment of use: Home

Contraindications: None



1£01 71N LEF] TN Lev] N AJjES [
wendwo) ¢6601 OSI : 00920134

V/IN 31e2IPal Ol [EdNUAP[ S[ELIIE ]
10YeM FUl[log - 13)em Suiflog Jaem Sullog $I1I0SS200Y 10} poyjauw Suruea|)
ON SoA SOA 31EM)JOS

2AIRA MO|JI2A0 wigesydelg weiydeig

JALRA O BAJRA DAY SAJRA Y23

suog Suign, guigng
(uasur uioy) aguej Yog 2oy amog $9z1s a1dnynu
{woy) adue[q a8ue[] yos aSue(.] yos u1 2wed S)IAsu] pue saguepg
. a8uelq a3ue[4 SALINSSANY
10enizol Iossaocadoaory Jossaooadosaty LSTHERIIN
uonans Yyum JurpaAs [eouryosiy : : [003ue7y uenINg/IuIPLy
147 QLT-SL 0LT-SC (S wr) 2j3urs - ISuer WINNdeA
VIN 00Z-S1 $6T-ST (Sww) ajgnop - 3gued WNNIEA
(leof]) sa & (w3enydeip) so A (wFeydempy sa g U01JIAN0IJ MO[JIIAQD
(paxiy) 9 09 - 0€ 08 — 0 . paadg a[akD)y
SIA S3a& Sak $[aA37] uonpdng Aqeysnlpy
a8uig yog yog surlung aignopp[suts
dwuing wnnoe A Sunesoidioay dumg wnnoeA _ dung

: ' : Junesoidiosy ayons-2)3uls ‘wnnae A Junesosdidey ajd)g duing
Kaneqd / DV ARneq / DY Alaneqd / DV 32.N0S 1IM0]
SaA S9A S9A 210
SUI0H swoy awoH 35N JO JUdWLOIIAUT

ugmoMm SUleIR]

uswom guneoe]

- UalIom m:_um“_owd

uonendod juaneyq

W ssa1dxA

3{iw ssaudxq

Ny ssaxdxy

38{] Papudu]|

009201
onAdung

o[Hu3A]

nquny

€GLLIEIMA

10S€L6M dwin g jseaag (ea10339[y
SAno0 X Adang ajqno( pIdUBApY
epauy DIAIP MaN
g1oz-unf-L[
v Jo 7 odeg

Arewnung ()01




K131153

510(k) Summary
Page 3 of 4
17-Jun-2013

The Evenflo Advanced Double Electric Breast Pump is viewed as substantially equivalent to the
predicate devices because:

Indications —
» Indications for use are to express milk of lactating women. This is for a single user.
Discussion — Indications for Use statements between the subject device and the predicate
device are not identical, but the intended use of the three devices—to express milk from the
breasts of lactating women—is the same.

Technology — )

e The technology of a reciprocating vacuum pump to express milk and the flange and
collection bottle system are identical to the predicate. The power source, user controls,
ability to adjust vacuum and frequency settings and performance specifications are
identical to the predicates.

Discussion — The technology and principle of operation for the proposed device is identical

to the predicates - Evenflo SimplyGo — K 102600 and the Ameda Purely Yours —K973501.

Materials —
« The materials which are in contact with the user and the expressed milk are identical to
the predicate.
Discussion — The materials are identical to the predicate - Eventlo SimplyGo — K 102600.

Environment of Use —
¢ The environment of use, home, is identical to the predicates.
Discussion — The environment of use is identical to the predicates - Evenflo SimplyGo —
K 102600 and the Ameda Purely Yours — K973501.

Patient Population — S
o The patient population is lactating women which is identical to the predicates.
Discussion — The user population is identical to the predicates - Evenflo SimplyGo —
K 102600 and the Ameda Purely Yours — K973501.

Non-clinical Testing Summary -

We have performed a number of bench tests to demonstrate the Evenflo Advanced Dual Electric
Breast Pump performs within its specifications and within the performance specification ranges
of the predicate devices. These tests included:

Vacuum testing

General Electrical Safety — UL 1431, FCC 15A, CISPR 11:2009

Sound Pressure ‘

Operational Forces to assemble and disassemble components

Check Valve '

Battery Life
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In addition, we performed comparative vacuum and cycle testing with the proposed device and
the predicates. [t was demonstrated that the proposed device is substantially equivalent to the
predicate device.

Substantial Eg.uivalence Conclusion -

The sponsor has demonstrated through performance testing, design and features, and non-clinical
testing that the proposed device and predicate have been found to substantially equivalent.
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%, ‘w Food and Drug Administration
Moy 10903 New Hampshire Avenue
: " Document Control Center - WO66-G609
Silver Spring, MD 20993-0002
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June 18, 2013

Evenflo Feeding, Inc.

% Mr. Mark Job

Responsible Third Party Official
Regulatory Technology Services, LLC
1394 25™ Street NW

BUFFALO MN 55313

Re: KI131i153 ~ :
" Trade/Device Name: Evenflo Advanced Double Electric Breast Pump
Regulation Number: 21 CFR§ 884.5160
Regulation Name: Powered breast pump
Regulatory Class: 11
Product Code: HGX
Dated: May 26, 2013
Received: June 4, 2013

Dear Mr. Job:
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-priorto-May28;-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 provisionslofthe 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 [I (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.
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You must comply with all the Act’s requirements, including, but not limited to: registration and
listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050. .

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersQffices/CDRH/CDRHOMices/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
htep://www.tda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Off ice
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

hitp://www .fda.gov/MedicalDevices/Resourcesfor Y ouw/Industrv/de fault.htm.

Sincerely,
P e
Herbertp)
for
Benjamin R. Fisher, Ph.D.
Director

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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510(k) Number: KI131153
Device Name: Evenflo Advanced Double Electric Breast Pump

Indlcatlons for Use

The Evenflo Advanced Double Electric Breast Pump is an electrically powered suction
device intended to express and collect milk from a lactating woman’s breasts. This is for

a single user.
Prescription Use or Over-the-counter use XX
(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)

Herbert‘“ ”?E erner -S
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