
510(k) Summary: JAN -7 2014

This summnary is provided as part of this Premarket Notification in coml)pliance with 2ICRF.
Section 807.92.

Submnitters name: B-K Medical
Address: Mileparken 34, DK273() Herlev, Denmark
Phone: +145 44528 100
Fax: +45 44528199
Contact person: Geri Nielsen, Regulatory Manager
Date updated: November 0 1, 201 3

Trade name: Ultrasound Scanner Flex Focus 1202
Common name: Diagznostic Ultrasound System
Classification names:
Ultrasonic Pulsed Echo Imaging System (90 IYO. CFR 892.1560)
Ultrasonic Pulsed Doppler Imaging System (90 IYN, CER 892.1560)
Diagnostic Ultrasonic Transducer (90 ITX. CFR 892,1570)

Identification of predicate, legally marketed device:
The predicate device(s) is(are):
ZONARE Medical Systems Inc.:

ZONARE ZS3 Ultrasound System (K 120703)
TIransducer Model Numnber: C 10-3

" Philips Healthcare, Inc.:
CX5O Diagnostic Ultrasound Systemn (KI 111513)
Transducer Type: C8-5

* Toshiba America Medical Systems, Inc.:
Diagnostic Ultrasound System (K 121422)

o Aplio 500 TUS-A5GO v2.1I
o Aplio 400 TUS-A400 v2. I
o Aplio 300 TUS-A300 v2.1

Transducer Model Number: PVTF-71I2BTF

Device description:
Flex Focus 1202 supports the following scanning modes and comlbinations thereof:
B3-mode (inc. Tissue lI arinion ic Imaging), M-niode. P WD mode. CFM mode. Ampl itude
(Power) Doppler miode

The system can perform simple geometric measurements, and perform calculations in the areas
of Vascular, Urology. Cardiology and OB/GYN applications.

The system can guide biopsy- and Puncture needles.

An optional 3-D unit can reconstruct a series of 2-D imiages into a single 3-D volume and display
this on the screen.

An optional Vector Flow Imaging (VEI) module: Color Flow Mapping (CFM) imaging mode
with the ability to visualize both the axial and the transverse velocit..

Transducers
Transducers are linear arrays, convex arrays, phased arrays and mechanical sector.
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The patient contact materials are biocomnpatible and comply With [SO 10993-I.
All transducers used together with Flex Focus 1202 are Track 3 transducers,

A caustic output
The system controlling the Acoustic Output in the modified Flex Focus 1202 is the same as the
System in the Flex Focus 1202.
The system Will assure that the acoustic output always Will stay below the pre-amendmnents
uipper limits i.e. Ispia 720 mW/cin9 and Nil 1.9 (Track 3, non ophthalmic).
The Thermal Index Values are maximum 6.0. i.e. TI < 6,0

Clinical nmeasur-ementl £ccuflCicl'
Clinical measurements and calculations are described and accuracies are provided with the User
Guide.

Thermaul, mechanical and electrical safet.
The scanner 1202 has been tested by a recognized, certified body according to IEC 60601 -1.

A4coustic Oulpia Reportims
The Acoustic Output Reporting is made according to the standards required by "Information lor
Manufacturers Seeking Clearance of Diagnostic Ultrasound Systems and Transducers. FI)A,
CDRH, September 30, 2008"
The acoustic Output is measured and calculated according to: "Acoustic Output Meastiremnt
Standard for- Diagnostic Ultrasound Equipment" (AlUM 1998).

Intended use.
See comparison below
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Technologic al characteristics compared to the predicate (device(s).
The predicate device(s) has the same major technological characteristics as the Subject device.
see comparison below.

Comparison with the predicate devices mentioned above from:

Supplier BK IMedical Z0NARI t:PiisIEsib ComparisonSvstetrls Medical Svsteis Piiss
5 1OK No. KOS8I154.K 123254 Kl12t703 K123754 112 1422 ______

[itloided LINC Diagnostic titrittoid lDItaimstte1C ll (ItsUidI Diagitost Illtrlso..... V ... asali Io' Comparable
tittaritag aitd 0.... hraa t nd ftl fud Imlaging and Fund 13rici1e111, 4 dNnarttc
anahisis atl the tti This,, snit ; i ill the fl.. analysis ... I e process witIhl thle

heidi as loll ...t .louing I,lttots tllsistti applicattitis laion,,. od, using
ttlraiuid and to

prnovide i roue
infltraion... lot
diaginosis it tire

fialoulinv sg clinical

Indications Abdominal Optalnic. Opthalittic, abdominal. intra- Comtpar able
for use Fetal oncl Obstetrics) Fetal/Obstetric. Intracardiac echo, operative (abdomtinal).

Intralperalive, Gynecological, lntraoperatie Pediatric,
Trasuretlsral Abdomninal (renal. Laparoscopie. Small organs.
NeUtroSurgcr TYN/Pels ic: Ian- Fetal, Abdormal, Neottatal Ceprallic

Pediatrics optm~ ratn ahdominal, Pediatric, Adult Cephalic
Small Parts torgans) itoracte, and , strl, Smsall organ, Adult Trans-vaginat.
Neonatal Cephtalic Inrst-orperative Cephsal ic. Neonatal Ir ins-nraa

Cardiac nett olgical, Ceplia Ii . NIuscutlos ke eta I
Tr~mansretl I udtustuu Transagial, (comnsititira] and
I ranss'w'nal Sitall Irc tllelal. tue~ I'l

peripheral vaacular try it, tis te no (iyncoto&ieal, C ,rdiac Pecdiatric
MuskrluI-skeletal Adult Cvsph slte. Cardiac Adtll Cairdiac Adult
.... Qenioal and Neontal t IC phli.c (Cardiac Pediac. Peripheral Vascuflar
Supetfieial t as.sullca. lrsns-hisoplaeeal Ilo ...ss-oplsalgal

I tatts-sugi...al. (Cardfite)
Trans-cranal. Peripheral Vessel.

Ira is-esoaphageal Other (Carotid)
I non-cardiac aisd

cardiac)I.
NI uscloskelcia.I
Icon'ttiona at

Sttpcr kittl).

'3OY41a. Cardiac
Adut./Ped at nc sFeta I
Fer, lotra-Cardic

Pet, ic,
t'Crpfhcral 'Itl alar.

sartnutoic tissiteCtsd
cootrat itag iig I nd
(Issute elasticity. Wi

and others
Transducer

specific
5 IOK No. K043524 K120703 K123754 K121422
Indication Neonatal Cephalic Neonatal Cepholte \conatal Cephalic Neonatal Cephalte Comparable

for use
FreqUency 10-3.8 \I1liz 10-3 M Ilx 8-5 \MlIxY 101-3 M Ilx Comparable

lunge _____________________

Sumnmary of Clinical Tests:
This submission introduces no new indications for use, modes, features or technologies relative
to the predicate devices that require clinical testing. The clinical safety and effectiveness of'
Ultrasound systemn wNith these characteristics ar e wvell accepted 'or both predicate and subject
devices.
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Conclusion: The device Flex Focus 1202 and the probe N1I3C5 type 8862 in this application has
similar intended uses, and in particular the subject for the submission, the addition of the new
application Neonatal Cephalic, is the same.

B-K Medical ApS therefore considers, that 1202 is substantially equivalent to the predicate
devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICESPulcHatSeve

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Canter - W066-G609
Silver Spring, MD 2D993-0002

January 7, 2014
B-K Medical ApS
%4 Mr. Geri Nielsen
Regulatory Affairs Manager
Mileparken 34
Herlev DK-2730
DENMARK

Re: K132677
Trade/Device Name: Ultrasound Scanner Flex Focus 1202
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: 11
Product Code: IYQ, IYN. ITX
Dated: December 5, 2013
Received: December 19, 2013

Dear Mr. Nielsen:

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. 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the Ultrasound Scanner Flex Focus 1202. as described in your premarket notification:

Transducer Model Number -

NI13CS5 Type 8862

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (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 flurther 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
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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 Pant 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21I 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 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 80 1), please
contact 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
httn)://www.fda.eov/MedicaDevicesResotircesforYo/iidtistrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htti)://wv%%.fda.,,ov/McdicalDvices/Satv/RnoaProblifl/delt~lt.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postrnarket 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/MedicaDevices/ResourcesbrYou/dustrv/default.litil.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):
K1 32677

Device Name:
Ultrasound Scanner Flex Focus 1202
Ultrasound Transducer NI3CS, Type 8862

Indications for Use:
Ultrasound scanner and transducers for B, Tissue and Contrast Harmonic
Imaging, M, PWD,CWD, Color.Doppler, Vector Flow Imaging and combined mode
Imaging.
Signal analysis and display.
Guidance of biopsy needles, geometrical measurements and calculation of
parameters.
Non monitoring ECG for superimposing the ultrasound information.
An optional 3-D unit can reconstruct a series of 2-D Images Into a single 3-D
volume and display this on the screen.
An optional Vector Flow Imaging (VFI) module: Color Flow Mapping (CFM)
imaging mode with the ability to visualize both the axial and the transverse
velocity.

Clinical applications:
Ultrasound Scanner Flex Focus 1202:
Fetal, Obstetrics, Abdominal, lntraoperative, Neurosurgery, Small organ,
Pediatric, Neonatal Cephalic, Cardiac, Transrectal, Tranavaiginal, Transurethral,
Peripheral Vascular, Musculoskeletal.

Ultrasound Transducer N13C6, Type 8862: Neonatal Cephalic.

Details on specific Indication for Use forms

Prescription Use ___X__ AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart 0) (21 CFR 807 Subpart C)

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

Concurrence of CDRH; Office of In Vitro Diagnostics and Radioiogical Health (OIR)

;' A: ) Page l ot 1

(Division Sign-Off)
Division of Radiological Health/IlR

510(k) ___K132677
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Diagnostic Ultrasound Indications for Use Formi

System: 1202

Fill out one form for each ultrasound system and each transducer.

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ __

Clinical Applcaton A aAlM PWD Tissue- Color Amplitude cowo Combined Other 3)
harmnic Doppler Doppler velocity (specify I)

- ~ ~ imgn - _ _ ~~l - __ _ imaging _ __

Ophthalimic ___

Fetal 2) KO81154) P P p p, p p p ___

Abdominal (2(081154) P P P P P P P

lnfraoperativo (specify) pP pp p P P P
(KO81 154)

Intsaoperative Neurological P P P P P P P
(1<081 154)

pediatric (K081 154) P P P p p P p I,__

SmalOrgan (specify) P P P P P P P
(1<051154)

NeonatliC ephalic N N N N N N ___ N ___

Adult CephaliC

Cardiac (1<08115.4) p_ P PP P P P ___ P

TranSesophag ca ___________ ____

Transrectal (081154) ___ P P P P P P ___ P

Transvaginal (KO8B 154) ___ P P P P P P ___ P

Transuretwal (K<031154) P P P P P P ___ P

Intravascular

peripheral Vascular P P P P P P IS P
Q(1061 164 except other 3))
(K<123254 other 3)

Lapa roscopic

Musculo-skeletal P P P P p P P
Conventional (1<081154) I___ I__III

Muscu lo-skelelal superficial P P P P P PP

Other (speciy) I_____ I I _____

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Commnents: 1).J B-*M. B+D. a'-C. B+D+C.
D is PWD. C is Color Doppler.

2) Fetal is often called Obstetrics

3) Vector Flow Imaging

IPLEASE 00 NOT WRITSE BELOW THIS UNE . CONTINUE ON ANOTHERPG IFN~ ESEDID

Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Health (01R)
Prescription Use (Per 21 CFR 801. 109)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: 1202
Transducer: 8862

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application MOd of Operation ____

General Specific B M PWD CWD Color Combined Amplitude
(rack I Only (Tracks I & Ill) ____Doppler (Specify 1) Doppler
Ophthalmic Ophthalmic __________________

Fetal __________

Abdominal __________ ____

Intra-operative (Specify 2) E E E E E E
(1(081154) ____________ ____

Intra-operative (Neuro) E E E E E E
(1(081 154) 1_____ 1____

Lapa roacc p ic
Fetal Imaging Pediatric E E E E E E

(1(0811 54 ___ _____________ ____

& Other Small Organ (Specify) ___ _________

Neonatal Cephalic N IN IN ____N N N
Adult Cep halic
Trans-rectal
Trans-vaginal
Trans-urethral ___________

Trans-esoph. (non-Card.)
Musculo-skel.
(Conventional)
Musculo-skel. (Superficial) ___ _________ ____

Intra-luminal ____

____________Other (Specify) ___ _________ ____

Cardiac Adult ___

Cardiac Cardiac Pediatric __ ____

Toran-esoph. (Cardiac) 
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

____________ ther (Specify) __ ____

Peripheral IPeripheral vessel
Vessel IOther (Specify) _____

N= new indication; P= previously cleared by FDA; E= added under Appendix E
*Examples may include: A-mode, Amplitude Doppler, 3-D Imaging, Harmonic Imaging, Tissue Motion
Doppler, Color Velocity Imaging

Additional Comments:_1) Mode combinations: 8+M, B+D, 8+0. B+D+C. (D is PWD. C is Color Flow
mapping Doppler including Amplitude(power)Doppler)
2)lntraoperative: Gall bladder

(PLEASE D0 NOT WRITE BELOW THIS UINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concunrnce ofCDRll: OfficetorIn Vitro Diagnosticsand Radiological iieuiib(OIR)

Prescription Use (Per 21 CFR 801.109)
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