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Company Name: VIASYS NEUROCARE
5225 Verona Road
Madison, WI 53711

Contact: Glen Hermanson, Global Manager, Quality Engineering
Phone: 608 441-2065

Fax: 608 441-2007

Summary Date: December 27, 2005

Trade Name: Pioneer TC8080, Companion III

Common Name: Ultrasonic Pulsed Doppler Imaging System

Classification Name: 21 CFR 882.1550: Product Code: 1¥YN
21 CFR 892.1579; Product Code: ITX
Predicate Device(s):
STO(Kk)Y Number: K864695
Manufacture; EME
Trade Name: IIML TC2-64B

STORY Number:  K020754
Manufacture:  Nicolet Biomedical

Trade Name:  Pionecer TC8080

STOCKY Numbers KO11224
Manufacture:  Advanced Technology Laboratories. Inc.

Crade Name:  HDE 3000 Ultrasound Svstem

I.0 Deseription of Deviee
Che modified Pioneer TCSO8U and Companion {1 are Doppler ultrasound svstems. Both
systems utilize the well-understood privciple of Doppler shift to detect the flow of blood
witiin the body. The altrasound probe generates uitcasonic energy, which s coupled to the

bodv. The ultrasonic encroy. wineh is retlected Trom the meving blood in hlood vessels and
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the returning signal, is detected as a frequency shifted signal. The amount of frequency shift
is a function of the velocity of the flowing blood. These systems generate, transmit and
receive an ultrasonic signal, then process and display the Doppler signal returning from the

anatomy.

The Pioneer TCB8080 can be used with up to four Doppler ultrasound probes simultaneously.
The Companion HI, applying the same software and hardware as the Pioneer TC8080, can be

used with up to two Doppler ultrasound probes simultaneously.

Intended Use
The modified Pioneer TC8080 and Companion III are applied to indicate blood flow by
application of Doppler ultrasound technology. Reference the accompanying Indication for

Use Forms.

Technological

Doppler ultrasound probes with a variety of modes of operation are available for use with the
systems. The 1.6 MHz probe is an unfocussed pulsed wave Doppler probe (PW). The 2
MHz probes (!5-mm diameter and 10 mm diameter) are unfocussed PW Doppler probes.
The 4 MHz and 8 MHz probes are unfocussed probes that operate in continuous wave (CW)
or PW Doppler mode. The 16 MHz and 20 MHz Microvascular probes (1.5 mm and 2.0 mm
diameter) arc unfocussed PW Doppler probes. The ultrasound probes do not directly contact

the blood and are not implantable.

Conclusions
The indications, intended use and technology of the modified Pioneer TC8080 and
Companion HT devices are substantially equivalent to the predicate devices. No new

questions of satety or effectiveness are raised.
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9200 Corporate Boulevard
JAN 2 4 2006 Rockvitie MD 20850

Viasys Neurocare

% Mr. Gary Syring

Principle Consultant

Quality & Regulatory Associates, LLC
800 Levanger Lane

STOUGHTON WI 53589

Re: K053648
Trade Name: Pioneer TC8080 / Companion III Doppler Ultrasound Systems
Regulation Number: 21 CFR 892.1550 )
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1570 '
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: IYN and ITX
Dated: December 27, 2005
Received: December 30, 2005

Dear Mr. Syring:

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 Pioneer TC8080 / Companion III Doppler Ultrasound Systems, as described in your
premarket notification:
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Transducer Model Number

1.6 MHz Probe
2 MHz Probe
4 MHz Probe
8 MHz Probe
16 MHz Probe
20 MHz Probe

If your device is classified (see above) into either class 1I (Special Controls) or class IIT (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 8§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); 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.

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 September 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
constdered 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)

95200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The I'DA finding of substantial equivalence of your device to a legally marketed
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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
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)
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Pianeer TC 8080

Diagnostic Ultrasound Indications for Use Form

Appendix F

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

tntendad Usa: Diagnostic uitrasound imaging or fluid flow anafysis of the human body as follows:

Moda of Operation

Peripheral Vascular

Clinical Application A B M | PWD |CWD Color Amplitude Color Combinad Glher
Oogppler Doppler Velocity (specify) {specify)
Imaging
Ophthalmic N
Fetal
Abdominal
Intraaparalive (specity) N
Invaaperative Neurological N -
Pediatric N
Small Organ {specity}
Meonatal Cephatic N
Adutt Cephatic I
Cardiac
Transasophageal Ao
Transrecta! .
Transvaginal -
Transurethral
intravascular _ _
Py

L aparoscopic

Musculo-skeletal
Conventional

| Musculo-skeletal Superficial

Qther (specify)

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

Additionai Comments: I» — Cleared to markel by S10(k} K(20734

[he Pioneer TC808O applies ultrasound probes of 1.6 Milz Pulsed Wave (PW)

2 M1z PW, 4 MUz PW and Continuous Wave (CW) 8 MUz PWICW,

16 Mz PW oand 20 MUz PW. Intraoperative: Transeranial and Intcacrarial Doppler B

Monitoring, Carotid Monitoring, Microvascular Blood Flow, Emboli Detection.

N

Frasenpton Usa (Per 21 CFR BT 109)

\l/]/] Al L. (Z)/L%zﬂﬁ /F/n,/

(Division Sign-Off)||
Division of Reprodiictive, Abdominal,

and Radiclogical Devices
510{k} Number

Ko5209%

(ILEASE OO NOT WHITE HELOW T-15 LINT - CONUINUE ON AnDTHER PAGE 1 4EEDEDT
Cancurrence of CDRH, Office of Device Evaluatian (ODE}

Pave A -

B



Companion 111

Appendix F

D}ag nastic Ultrasound Indlcations for Use Form
Fill out one form for each ultrasound system and each fransducer,

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

Made of Operation

i Clialcal Appiication Al B[ M |pwolcwo | color | Amplitude | Color | Combined | Other
Doppler | Doppier Velocity (specity) | (specify)
Imaging

Ophthalmic N

Fetal

Abdaminal

Infracperative (spacify} N

Intraoperative Neurotogical N

Pediatric N
Small Organ {specity)
Heonatal Cephalic N

ndull Cephalic =

Cardiac

Transesophageal

Trangrectat

Transvaginal

Transurethral

Inlravasgutar

Pecpheral Vascusr [ 1 )k

Laparoscopic

tusculo-skeletal
Convenlional

Musculo-skeletal Superical

Other (speciy) i -
N= naw indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: |- — Clearad to market by 310(k) K020754 as @ non-significant change 1o

The Moneer TCBORD. The Compamon Happlies ultrasound probes of 1.6 MHz Pulsed Wave
2N, PW 4 M2 PAW and Continuous Wave (( \\) 8 Mz PW/CW,

Lo M PW and 20 MU, PW It]lhl(]]‘}udll\&, Franscranial and Intracranial Doppler

\Imntmmu Carond Momormg., \lmm\.h«. L!Lsr Blood IFlow, Emboli Detection,

(PLEASE DO HOT WHITE BFL Ow THIS LING - CONTINUE ON ANDTHER PAGE IF NEEDED)
Concurrance of CORH, Office of Devica Evaluation [(DDE)

‘,_ar-f—“_—-__ﬁ%\

Prascription Use {Per 21 CFR BD1.1049)

\/)QAVM(/@ ())/btf(d/,ﬁ'h/ B

{Diviston S:gn Qff)
Division of Reproductive, Abdomma!

and Radiological Devices
510(k} Number K 0536 4%

Paac '\



1.6 MHz Probe for Pioncer TC8080 and Companion 1
Appendix F

Diagn;:stic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation
Cilnical Application A B M | PWD JCWD Color Amplitude Color Combinad Other
Doppler Dappler Veloclty {specify) {spacify)
Impging
Ophthaimic
Fetal
Abdominal
Intraoperative (specify} N

Inwaoperative Neurological

Pediatric

Small Organ {specify]

Neonatal Cephalic

Adult Cephallc P?

Lardiag

Transasophagéal i . . e

Transegctal

Transvaginal

i
 Transurelhral
i
i Intravascular

F Peripreral Vascular

Laparascopic

Musculo skeletal
Convenlional

Musculo-skelstal Superficial ;|

Omen {specity)

N= new indication; P= previously cle;ed by FDA; E= added under Appendix E
P Cleared to market by 310(k) KO20734

Addeional Cormrments:

Invaoperative: Transeranial Doppler Monitoring, Embaoli Detection

+PLEASE DO NOT WRITE HELGW THIS LINE - CONTINUE QN ANOTHER PAGE I8 NEEDED]
Concurrence of CORH, Office of Device Evaluatian (QDE)

Froscription Use (Per 21 CFR 801 109)

8! .
- ﬁ/ ] Gt (6%{1 //gm
{Daylsion Sign-0Off) (] dv
Diviston of Reproductive, Abdomi al,
—ani Hadiglogica! Devices

510(kj Number 4-\}653@4? |

Page A -4 N




2 MHz Probe for Pioncer TC8080 and Companion 1l
Appendix F

Diagnostic Ultrasound Indicatlons for Use Form
Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinica! Application A a8 M PWD |CWD Color Amgplilude Color Comabined Olhear
Doppler | Doppler | Velocty | (specify) | (specify)
imaging

Ophthaimic N

Fetal

Abdorninal

Intraogperative {specity) N,
Intracperative Neurological

Pedialric N .

Smaf Organ (specify]
HNeanatal Caphalc N

Adult Cephalic I’

Cardiac

Transesophageal

Transraclal

Transvaginal

Transurolorl

Inteavas cular X

Peripheral Vascular N

Laparoscopic

Musculo skeletal
Conventional

Musculo-skeletal Superficial
L Other (specify)

N= ngw indication, P= previously cleared by FDA, E= added under Appendix E
[* = Cleared 1o market hy 310(k) KO20734

Additional Commants:
Two eryvstal diameters are mdicared: 10 min diameter and 13 mm diameter

Intraoperative: Transcraniad Doppler Monitoring, Carond Monnoring, Embol Detection.

(FLEASE DO HOT WRITE BF LOW THIS LINT - CONTINUE ON ANDTHER PAGE IF NFEDED]
Concurrence of CORRK, Office of Davice Evaluation (CDE)

Prescripton Use (Per 21 CER 801.109)

-
)

V] ot Vst

{Division Sign- E Q
Division of Reproductive, Abdominal,

and Radiological-Bevices -—- -~ ——.n— o e e o B
510k} Number -1(033 (4‘7‘ ? Pave A -3




4 MHz Probe for Pioneer TC8080 and Companion [l

Diagnostic Ultrasound Indications for Use Form

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

Appendix F

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

Clinical Application

Moda of Operation

A B M | PWD |CWD Color Amplitude Colar Combined
Doppler Doppler Veloclty {specify)
lmaging

Other
{specify)

Ophthalmic

Fetaf

Abdominal

Iniraoperative {specily)

Intrapperative Neurological

Pediayic

Small Organ {specify)

Neonatal Caphalic

Adull Cephatic

Cardiac

Transesophageat

Transractal

Transvaginal

Transurethral

Inlravascutar

| Peripharal Vasculac

Laparascopic

Musculo-skeletal
Coaventional

Musculo-skelatal Superficial

Othar (specify)

Addrional Comiments:

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

P = Cleared to market by 310(k) K020754

Intraoperative: Extracramal carotd monitoring.

IPLFASE DO HOT WHITE RELDW THIS LIND - CONTINUE ON ANDTHER PAGE IF NEEDED)

Concurrance of CORH, Office of Device Evaluation (ODE)

Prescripuon Lse (Per 21 CER B0 109)

\ﬁ g ey (- @W/ﬁéﬁﬂt/

(Division Sién-

Division of Reproductive, Abdominal,
and Radiological Devices |, o
510(k}) Number /(05__:3 @4f

Page A -6




8 Mtz Probe for Pioneer TC8080 and Companion 11
Appendix F

Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

fntendad Use: Diagnostic ultrasound imaging cor fluid flow analysis of the human body as follows:

Mada of Operation

Cilnical Application A B M | PWD JCWD Cotor Amplitude Calor Combined Oihar
Doppler | Doppier Veioclty ( ({specify) ( {specify)
Imaging
Ophthalmic
Felal
Ahdominal
iniraoperative (specity) N

Infracperative Neurological

Pediatrc N

Small Organ (specify)

Neonatal Cephalic N

Adutt Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Yransurethral —

Intravascular 4 —_—

Perigharal Vascuiar I P [0 R

Laparoscopic

Husculo-skeletal
Convenlional 5 . _

Musculp-skeletal Supericial

Qther (specity) |
N= new indication; P= previously cleared by FDA; E= added under Appendix E

P Cleared w market by 311Gk KO20734

Additional Comrmeants:

Intravoperative: Extracrantal caroud monitoring.

{PLFASE OO HOT WRITE 8P LOW THIS LINE - CONTIRUE OGN AKDITHE R PAGE IF NEEDED
Cancumrence of CORH, Office of Davice Evaluation {ODE}

Prascrpstion Use (Rer 21 CER 801 105

\,/}‘[Ltw il nrades
(Division Sign-0ff)
Division of Reprod , Abdomitnal,

and Radiological Devi
5100 Number - K0 BbY¢

7 Pave A -7 .



16 MHz Probe for Pioncer TC8080 and Companion 11l

Diagnostic Ultrasound indications for Use Form

Appendix F

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

Chnical Application A 8 M | PwWh |CWD

Color
Dopplor

Amplitude
Dopplor

Colgr
Velocity
lmaging

Combinad
(specify)

Other
(spacity]

Ophthaimic

Fetal

Abdominal

Intraoperative (specity]

lntraoperative Neurological

Padialic

Small Organ (specify)

Neonatal Cephalic

Adut Cephatic

Cardiac

Transasophagea!

Transrectal

Transvagingl

Transurethral

Intravascular

Peripheral Vascular P

Laparoscopic

Musculo-skeletal
Convenlional

Musculo-skelelal Superfical

Other (specify)

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

Additionral Commanis

1> - Cleared o market by 310(k) K020734

Two crvstal diameters are ndicated: 1.3 nun diwmeter and 2.0 nun diameter

Intraoperative: Microvascular Blood Flow.

[FLEASE DO NOT WRITE HELOW THIS LIND - CONTINUE ON ANOTHER PAGE IF NEEDEDT

Concurrance of CORH, Office of Devica Evaluation (QODE)

Prascnpaan Use {Per 21 CER 801 109

\/} Qovigey/ C @ﬂmﬂ«w

{Division Sigﬁ-Oﬂ) [}
Division of Reproductive, Abdominal,

__and Radiological Devices , ¥
510(k) Number ko< ed§

Pave A -8




20 MHz Probe for Pioneer TC808( and Companion 111 Appendix F

Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer.

- Intended Usa: 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 Calor Combinad Other
Doppler Dopplor Velocity (specrfy) (spacify)
Imaging

Ophthaimic

Fetal

Abdoninal

Intracperalive {specify} N

Infracperative Neurological N

Pediatric -

Small Organ {specify)

MNeonatal Caphalic

Aduft Gephalic

Cardiac

Transesophageal

Transractal

Transvaginal

Trarisuralhral

Intravascular U i

Peripheral Vascylar I’

Lapargscopic

Muscuio-skeleial
Conventional

Musculo-skeletal Superficral

Other {specify)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: © - Cleared to market by 310(k) K020754 )

Two erystad diameters are indicated: 13 mm diameter and 2.0 mm diameter

Intraoperative: Microvascular Blood Flow.

{PLEASE DO HOT WRITE HELOW THIS LINE - CONTINUE ON ANDTHER PAGE I NFETIED)
Cancurrance of CORH, Offica of Dovice Evailuation (ODE]}

Proscription Use {(Per 21 CFR 801.109!

(Division Sign-Oiﬁ
Division of Reproductive, Abdominal,

and Radiological Devices
e edogial Devioos Ko 52 Y T




