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g DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

i

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL -8 2008

Laborie Medical Technologies, Corporation
% Mr. Mark Job

Responsible Third Party Official
Regulatory Technology Services LLC

1394 25" Street NW

BUFFALO MN 55313

Re: K081781
Trade/Device Name: NuWay Ultrasound Probe System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: I
© Product Code: OYN, IYO, and ITX
Dated: June 23, 2008
Recetved: June 24, 2008

Dear Mr. Job;

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the NuWay Ultrasound Probe System, as deseribed in your premarket notification:

Transducer Model Number

GP 3.5 MHz
GP 5.0 MHz
SP 7.5 MHz
ST 7.5 MHz
MV 12 Mz
EC 7.5 MHz
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If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such 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 conceming 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); good manufacturing practice requircments 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.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
- in Appendix G, (enclosed) of the Center’s Sepiember 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket

- notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at {240) 276-0120. Also, please note the regulation entitled,

~ "Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www .fda. gov/cdrh/industry/support/index.html|
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If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-36606.

Sincerely yours,

ancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosuré(s)



Indications for Use
510(k) Number (if known): |LO€1F %!

Device Name: NuWav Ultrasound Probe System

The NuWayv Ultrasound Probe System is intended to used to perform diagnostic general
ultrasound studies including Fetal, Abdominal (Solid Organs, Aneurysms, bladder),
Pediatric, Small organ (breast, thyroid, bladder, testes, prostate), Neonatal Cephalic,
Cardiac, Trans-vaginal, Trans-rectal, Peripheral Vascular, and Musculoskeletal
{Conventional and Superficial). The system provides imaging for guidance of biopsy
and imaging to assist in the placement of needles or other anatomical structures as well
as performing Urodynamic Studies.

For Prescription Use_X AND/OR Over-the —Ccounter 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)

Page 1 of 1
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(Division ign-0ff) _ _ )
Division of Reproduciive, Abdominal an
Radiological Devices

510(k) Number ___kogiFEl




510(k) Premarket Notiflcatlon NuWav Ultrasound Probe System

SECTION 4.3
INDICATIONS FOR USE

Ultrasound Device Indications For Use

510{k) Number:
Device Name: NuWav Ultrasound Prehe System

Indicatlons for Uss: Diagnostic ultrasound imaging or fluid flow analysis of the
human body as follows:
Mode of Operation

Clinlcal Application |A]B| M| PWD | CWD | Color | Amplitude | Color | Combined | Gther

Dopplar | Doppler Voloclty {B-M) (Specify)
Imaging

Opthalmic

Fotal N Note &
Abdominal N Note 1

Note 3
intra-Operative (Specify)
(See aoie 4}

Intra-Operative
Naurological

Pedlatric N Nate 3

Small Organ I Note 3

Nota 2

Neonatal Cephalic "IN
Adult Cephalic
Cardiac [
Transesophageal
Trans-Rectal N Note 3
Trans-Vaginal N Note 3
Trans-Urethral
Intra-Vascular
Paripheral -Vascular N
Laparascopic

Muscular-Skelatal N
Conventional N

Muscular-Skelotal N
Superficial

Others (Specify)

N=1 New Indication

Note 1: Abdominal, Salid organs, Aneurysms, Bladder.
Note 2: Small Organ: breast, thyroid, testes, prostate.
Note 3: includes imaging for guidance of blopsy

Coneurrence of CORH, Cffice of Davice Evaluation (ODE)

o (Division Sﬁm v
Indications for Use - Dyision of Reproductive, Abdominal and ~ Section 4.3, Page 1 of 7

Radiological Devices |
510(k) Number ko€ L 78]
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Ulfrasound Device Indications For Use

510(k} Number:
Device Nama: NuWav Ultrasound Probe System
Transducer: GP 3.5 MHz Mechanical Secter Probe

Indications for Use: Diagnostic ultrasound imaging or fluid fiow analysis of the
human body as follows:

Mode of Operation

Clinical Application |A| B | M | PWD | CWD | Color | Amplitude | Color ] Combined | Other

Doppler | Doppler | Velocity (B-M) {Spacify)
Imaging

Cpthatmic . .
Fetal P
Abdominal P

Note 1
Note 3

Intra-Opoerative (Spacify)

intra-Operative
Neurcloglcal

Pediatric
Small Organ P
Neonatal Cephalic
Adult Cephalic
Cardlac
Transesophageal
Trans-Rectal
Trans-Vaginal
Trang-Urathral
Intra-Vascular
Peripharal -Vasgular
Laparascopic

Muscular-Skeletal
Conventional

Muscular-Skeletal
Supstficial
Others {Specify)

P=Previously Cleared, in K851978 and referenced K070907
Note 1: Abdominal, Solid organs, Aneurysms, Bladder.

Note 2: Small Organ: breast, thyrold, testes, prostate.

Note 3: Includes Imaging for guidance of biopsy

Note 2

Concurrence of CORH, Office of Davica Evaluation (ODE)

(Division ngn-ﬁf%)?ﬂ %%

o
Division of Reprodyoti '
rod i
Indications for Use RadiOIOQiCa' Di\iicgschve’ Abdomma' and Section 4.3, Page2of 7

510 Number ____ K. 081 75/




510(k) Premarket Naoiification

510(k} Number:
Device Name:
Transducer;

Indications for Use:

NuWav Ultrasound Probe System

Ultrasound Device Indications For Use

NuWav Ultrasound Probe System
GP 5.0 MHz Mechanical Sector Probe

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

Mode of Operation

Clinical Application

PWD | CWD

Doppler

Color | Amplitude

Doppler

Color

Veloclty
{maging

Combined
(B - M}

Other
{Epecify)

Opthalmic

Fatal

Abdominal

Note 1
Mote 3

Intra-Operative {Specify}

intra-Operative
Neurological

Padlatric

Small Organ

Note 2

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Trans-Rectal

Trans-Vaglinal

Trans-Urethral

Intra-Vascular

Peripheral Vascular

Laparascopic

Muscular-Skeletal
Gonvantional

Muscular-Skeletal
Suparficlal

Others {Spacify)

P=Previously Clearad in K951976 and referanced K070807

Nots 1: Abdominal, Solid argans, Aneurysms, Bladder.
Note 2: Small Organ: breast, thyroid, testes, prostate.

Note 3: Includes Imaging for guidance of biopsy

Indications for Use

Concurrence of CDRH, Office of Device Evaluation {ODE)

(Division Sign-Off M%

Division of Reproductive, Abdominal ang

Radiologica! Devices

510(k) Number

KOZ(7%)

Section 4.3, Page 3 of 7




510{k} Premarket Notification NuWav Ultrasound Prebea System

Ultrasound Device Indigations For Use

510(k} Number:
Device Name: NuWav USB Ultrasound Proba System
Transducer: SP 7.5 MHz Machanical Sector Probe

Indications for Usa: Diagnostic ultrasound Imaging or fluld flow analysis of the
human body as follows:

Muode of Operation

Clinicat Application | A| B | M | PWD | CWD Color Amplitude Golor Combined

Doppler | Doppler Velocity {(B-M)
: Imaging

Other
(Specify)

DOpthalimic

Fetal

Abdominal P

Note 3

intra-Operative

Intra-Operative
Neuraloglcal

Padiatric

Small Organ P

Note 2|

Neonatal Cephalic P

Adult Cephalic |

Cardiac

Transesophageal

Trans-Rectal

Trans-Yaginal

Trans-Urethrai

Intra-Vascular

Peripheral -Vascular p

Laparascopic

Muscular-Skeletal
Conventional

MusculanSkelatal
Superficial

Others {Specify)

P=Previously Cleared in KB51976 and referenced KO70907
Note 2: Small Organ: breast, thyroid, testes, prostate.
Note 3: Includes imaging for guidance of biopsy

Concurrenca of CDRH, Office of Davice Evaluation (ODE)

ot

(Division Sign-0f) 7 *
Division of Reproductive, Abdominal and
indications for Use Radiological Devices Section 4.3, Page

510(k) Number K| 75y

40f7
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Ultrasound Device Indications For Use

510(k) Number:
Device Name: NuWav USB Ultrasound Ptrobe System
Transducer; SF 7.5 MHz Mechanlcal Sector Probe

Indicatlons for Use: Dlagnostic ultrasound imaging or fluid flow analysis of the
human body as follows:
Mode of Operation

Clinical Application {A( B | M | PWD | CWD Color Amplitude Golor Comblined | Other
Doppler | Dopplor | Velocity (B-M) | (Specify)
Imaging

Opthalmic
Fetal
Abdominal
Intra-Operative (Specify)]
tntra-Operative
Neurological
Padlatric

Small Organ . Nota 2
Mote 2 |

Neonatal Cephallc
Adult Cephalic
Gardlac
Transesophageal

Trans-Rectal P Note 3
Trana-Vaginal P Note 3
Trans-Urothral
Intre-Vascular
Peoriphoral -Vascular P
Laparascopic

Muscular-Skeletal
Convontienal

Muscular-Skeletal

Supesficial
Others {Specify)
P=Previously Cleared K9519786 and referenced KO70907
Note 2: Small Organ: brasst, thyroid, testes, prostate.
Note 3: Includes imaging for guidance of biopsy

Goncurrence of CORH, Office of Device Evaluation (ODE)

o (Division Sign-0ff)
tndlications for Use Division of Reproductive, Abdominal an

Baciologicat Devices
510{K) Nember Koy 13%)

d Section 4.3, Page 5 of 7
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Ultrasound Device Indications For Use

510({k) Number:

Device Name: NuWay Ultrasound Probe System
Transducer; MV 12 MHz Machanical Sector Probe

Indications for Use: Diagnoestlc ultragound imaging or fluid flow analysis of the
human hody as follows:
Mode of Operation

Clinical Applicatlon |A{ B | M [ PWD | CWD | Color | Amplitude | €Color | Combined | other

Doppler | Doppler | Valocity (B-M) | (Specify)
Imaging :

Opthalmic
Fetal
Abdominal
Intra~Cperative (Specify}

Intra-Operative
Neurolagical

Pediatric

Small Crgan [ Note 2

Nate 3

Neonatzl Cephalic
Adult Cephalic
Cardiac
Transasophageal
‘Trans-Hectal
Trans-Vaginal
Trans-Urothrat
Intra-Vascular
Peripheral -Vascular P
Laparascopic

Muscular-Skaletal
Convantional

Muscular-Skeletal
Superficlal

Others (Specify)
Previously Cleared; KO70907

Note 2: Small Organ: breast, thyroid, testes, prostate.
Note 3: Includes imaging for guidance of biopsy

Note 3

Concurrence of CORH, Offica of Device Evaluation (ODE)

(Division Sign-0ff)
Division of Reproductive, Abdominaf and Socton 4.5, Pace 6.0l 7
Nadialngicat Devices ection 4.3, Pag

510(K) Humber Eogi %]

Indications for Use




510(k} Premarket Notification

510(k} Number:
Device Name:
Transducer:

Indications for Use:

NuWav Ultrasound Probe System

Ultrasound Device Indications For Use

NuWav Ultrasound Probe System

EC 7.5 MHz Mechanical Sector Probe

Dlagnostic ultrasound imaging or fluid flow analysis of the
human hody as foliows:

Mode of Operation

Clinical Application

B M

Golor
Doppler

PWD | CWD

Amplituda
Dappler

Color
Velocity
Imagling

Combined
B-M

Other
(Specify)

Opthalmic

Fatal

Abdominal

Intra-Operative

intra-Operative
Neurclogical

Pediatric

Small Organ

Noonatal Cephalic

Adult Cephalic

Cardlac

Transesophageal

Trans-Rectal

Note 3

Trans-Vaginal

Note 3

Trans-Urethral

Intra-Vascular

Paripheral sVascular

{ aparascoplc

Muscular-Skeletal
Gonventional

Muscular-Shalatal
Superficial

Gthers (Specify)

P=Previously Cleared, K951976 and referenced KO70907
Note 3: Includes imaging for guidance of blopsy

Indications for Use

Concurrence of CORH, Offics of Device Evaluation {ODE)

{Niylzinn Sinp. Are) F@A’o %

m;lsiuﬂ of Rapmducﬁve, Abdominal and Secton 4.3, Page 7 of
sediviogical Devices
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