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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 Ill

Common Name: Ultrasonic Pulsed Doppler Imaging System

Classification Name: 2 1 CFR 882.1550: Product Code: IYN
21 CFR 892.1579; Product Code: [TX

Predicate Device(s):

510(k) Number: K864695

M anufacture: EME

Trade Name: IME TC2-64B

510(k) Number: K020754

Manulfcture: Nicolet Biomedical

Trade Name: Pioneer [C8080

510(k) Number: K011224

NLanuthctuIe: \d\anced lechnologp Iaboralories. hic.

I[ide Name: l[)l 5000 1 HTrasound Svstlem
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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 TC8080 can be used with up to four Doppler ultrasound probes simultaneously.
The Companion III, applying the same software and hardware as the Pioneer TC8080, can be

used with up to two Doppler ultrasound probes simultaneously.

2.0 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.

3.0 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 (I5-amm 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) are unfocussed PW Doppler probes. The ultrasound probes do not directly contact

the blood and are not implantable.

4.0 Conclusions

The indications, intended use and technology of the modified Pioneer TC8080 and
Companion III de\ ices are substlaniall.a equi valcut to the predicate devices. No new

questions of saletx or e'flectN ielleSS arc raised.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

JAN 2 4 Z006 9200 Corporate Boulevard
Rockville 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: I1
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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Page 2 - Mr. Syring

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 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 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 CER 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 5 10(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 5 10(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-401I)
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
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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/industrv/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. Bligdon u
Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Pioneer TC 8080

Appendix F

Diagnostic Ultrasound Indications for Use Form

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 ___ ___

Cinical Applcaion A B M PWD CWD Arpfitudeo Co Cbid Ohier
Ocele QWopoim Ve'tooy spify ( spc ify) p

Ophallic N
Fetal

Abdominal

hilraoperalive (specie/} __ N

lnltaoycratiee Neuroroolal - - N ____________

pediatric N __________ ___

Small Organ fspecrlf___

Neonatal Copbrefic N--

Aduft Cehtralic

Cardiac

rrane.o h fear ..........

,1 -... ', In SI, .......

T rarrsvagina\ I ...
Trarruc elhrial I

intravascular-

Peritheral Vascular jn__-_i P P

t aperormejsoic[-

Muscu to-skeletal
Convenhiotral

Mus u[i rSkeelea l S lu Irf Pal i C _1_1LO--- C (OV), _Ml _Z_______V_

Division of Nl iW 4 Mlixu l'Wve AdmnadCl iu, sWv C~.SNl lV .

dNR i lw ind2cal tion = previ roeru msyerard bye vA; E- lder Appldx

~~~~AdtoaComns)£itretoarcb)510(k) Number

Motijiorine, Carotid Monitoring. Microvascular Blood -In'1ox I]tboll DJutcinA.

C~~.eo olrr ,Jtr!..Hc or,utmLmiE CwrJiNL'e ¢ ~3~f 'G v*FE)

COII ucrr~lee Of CORN, Office of Device Esaluatiorl (ODE}

F'resos¢, jtiilr Use (Per 21 CF F? 801 109C)

(Division Si g-Off)0
Division of Reproductive, Abdominal,
and Radiological Devices ~y .
5l0(k) Number IVP, 25 r I"
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Companion [if

Appendix F

flIa rostic Ultrasound IndIcations for Use Form

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:

Clinica Appliction, A 8 M PWD CW Clr Amltd oo obod Oaxr

Oartimiro

NeI.Wd ,~

Abdomin

Adul CI aI/ c\,4 1 -% ut, C- - 17i ('V) Mi

PV ,ran t su e (Pe,221

Division of~~L R parodutiPveAdmnl

and Radiolog~iIucatn-kDevil cersna

51 OW NumbeDor scrv
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1.6 MI-z Probe fbr Pioneer TCO8O8 and Companion IIIApedil

Diagnostic Ultrasound Indications for Use Formn

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:

Node of Oreatiof

Cblola Applicalio A a M PWD JCWO CIor An'plfdut Colo Cnbd Orher
Oi~pwe Doppee Velody (sciy (pofy

MFerIal al

c- n Nerooicl`

Smal Orga lspei,,nf -, PleSOSI de____ byFD - added__ uderA___ di__

AddrI Ceha li CwlutP Ccidt ijiQ N 005

~~Dtvision ig~~~~n i asaL
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2 MHz Probe for Pioneer TC8080 and Companion III
Appendix F

Diagnostic Ultrasound Indications for Use Form

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:

Cnc'A,,Niction A a M PWO GWD Cb ~l~d dr Cr~d Oe
- ~~~~~~~~ ~~~~~~~~ ~~~~~~~~ ~~~Dopwle Dople Veodoty (spcyl (pocifr

N ~ i

Wpt.h mc

Fe~~~~~~~~~~~~~a ~ ~ ~ I

~Adult CephalacP

Cardiac~~~~~~

M,,, s pjlW. k ___ ___ ____ _______

Use iphe 21CFVascu a09

and Radiolgc~al-eenlca

510(k) Numb - nePndctin Ppevoilyceae b DAAnade-udr peni



4 MHz Probe for Pioneer TC8080 and Companion III Appendix F

fliagnostic Ultrasound Indications for Use Form

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:

Mod, of Operaion_____

Clinica Applfiction A B M PWO CWD Colr iptiude Color Coobud Otter
Dopplr Dopple, Vefolt (sei Olpeciiyt

Adut tiahroic

Cabdoia

N- nrtiew indcaity) pre__sl claeNyFA =addudApa~

Adnrao,,ralv CNTeurPolcoioaolmre b 510() O07

SmllitOrgn(pe citi\ FXl a ala altd1oli lit-

1 ransrecral ~ ~ ~ ~ ~ ~ 1

Yislon S1~~~~~~I r aaorl

Division of ReprrocodI

and Radi-o~~~~~~~ xg i a eta

51 ON Number '15rrnulos kle2I Ar rc a



8 MlIiz Probe for Pioneer TC8080 and Companion III
Appendix F

Diagnostic Ultrasound Indications for Use Form,

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 foillos

cldical~ Appiction A M PWD CWD oo A.mpitude Cdolo Comubid Other
Ooppior opplec Velocty (speify) (specfy)

_ _ _ _ _ _ _ _ _ _ _ _I m g n

InkaoperaAne Neurolgical

pedia,,1c

Adt~ HC hell

Tranrotal

Adritional vaCumensa Ccid tomikt F ' 005

uscw ao-sirelol ~ F tlc lia f ITi~ oliin

CoovenlonafriUi,(e -11 C j - - __10_

(Division Sign-OMusolcrseenISorc

Division of Reprod * Abdor mal,
and Radiological Devices
510(ON Number__________
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16 Mi-z Probe for Pioneer TC8080 and Companion III
Appendix F

Diagnostic Ultrasound indications for Use Form

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:

Mod. of Operatico

CHoice1 Application A B M PWO CWD Coor Amplitude Color Combid Ot
ODppler Dop01e Vety (specifyl

Ophithalmic -____

Fetsl

Abdonrmral

k~traoperalive (spocayl N__1
N

lrrt aoporai-¢ Rourololcal];c- N
podiairvz

Small organ ($peoflfT}

Neonatal Cophalic

Adutl CephatlIc

Cardiac 2

Transrectal Devices

Tra sPnaJiraA-

T rausmoftrbrat

Intravascular "--__

Periher&l Vascular P
La arcoscopic j -- --___ __ _

Muscuto- skceleal
Coo

v
e n~lonal __ _ _ _ _ __ _ _ _ _

tiusculo s k eeL Su noI a

N: new indication: P= prevrously cleared by FDA: E= added under Appendix E

Additional Comnments I> -Clea~red ito markcl by 5101(k) K020754

Isyci cr} shl[ dl:lnlltclS are indicatied: Ia 1111 n/t(lcllte and1( 2( 0 him diameter

Itlri~topel~ttive: klierovalsectla Blood }:1orx

iPLl^t~r[3O NOrrTs~Rl£eLOWrXHIS LIS5 .'o~lUc O ,NOsl)ar~R pt*cikirNcrnr3Ol

Co icurrenca of CDRH, Office ol Device Evaluat on (00E)

Fressrip ion (Jse (Per 21 CFR £101 1'39)

F-3

Division of Reproductive, Abdomienal,
nd RadioglogiIa Devices k'$5 @~t._

510(k) Number F
tsltW \ - 8



20 MHz Probe for Pioneer TC8080 anid Comnpanion III Appendix F

Diagnostic Ultrasound Indications for Use Fore,

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:

Clinica Applicaton A A M PW0 CWD Color M,,iplde Color Co~biid OChtxr
Ocper Oppo Velodl (speciy) lsseft)

Op KSaln

Small Oon(seiy

Nenta oa Ic I
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ATr!ansepheal Cret )Cerdt aktl~51Ok 27

Iran recstaldmcrsaeidctd15iid ucr d20 udiner
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Other Ispocifyt ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~PreA


