Koys213
DEC 1 3 2004

510(k) Summary for
TERATECH Model 810C3, 81014, and 10LAP4 Praobes

1. SPONSOR

Teratech Corporation
77-79 Terrace Hall Rd.

Burlington, MA 01803

Contact Person: Charles F. Hottinger, Ph.D,, RAC,
Regulatory Affairs Consultant

Telephone: 206-780-7945
Date Prepared: November 5, 2004

2. DEVICE NAME

Proprietary Name: TERATECH Model BIOCY, 8IOL4, and 10LAP4
Probes

Common/Usual Name: Diagnostic Ultrasound Transducer

Classification Name: Diagnostic Ultrasound Transducer
(21 CFR 892.1570, 90-ITX)

3. PREDICATE DEVICES
Subject Device Predicate 1 Predicate 2
BIOLA4 Philips LI9-5 TERATECH 10VS
BIOC4 Philips CT84 TERATECH 10V5
10LAP4 Philips LAP L9-5

The Philips probes are marketed for use with the Philips HDI 5000; that
system has been cleared in following 510(k) submissions, among possibly
others: K961459, K991671, K994373, K002003, and K011224.

The TERATCH predicate probes, as well as the subject devices, are used
with the TERATECH Mode] 2000 portable imaging system. This system
has been cleared under the following 510(k) submissions: K992595,
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K010883, K012191, K030191, and K040840.
4. INTENDED USE

The TERATECH Model 8I0C4, BIOL4, and 10LAP4 Probes are intended for
diagnostic ultrasound imaging or fluid flow analysis of the human body;
specific indications for use a tabulated in Section 4.3 of this submission.

5. DeviICE DESCRIPTION

The TERATECH Model RIOC4, 81014, and 10LLAP4 Probes are intended for
use with the Model TERATECH200C, a portable ultrasoundimaging system.
Technical specificationsfor the Model 810C4, 81014, and 10LAP4Probes with
the Model 2000 are as follows:

Model 810C4 BIOL4 10LAP4
Frequency/ 6.0 MHz 7.5 MHz 7.0 MHz

# Elements 128 128 128

Amay type Curved Linear Linear

Pitch (mm) 0.32 0.30 0.30
Elevation width (mumn 5.0 50
Geomectric focus (mm) 25 25

Azimuth radius (mm 40 N/A N/A
Azimuth length (mm 50.0 384 384

6. BASIS FOR SUBSTANTIAL EQUIVALENCE

The TERATECH Model 8IOC4, 8IOL4, and 10LAP4 Probes are
substantially equivalentto the above cited Philips transducers, which
are currently in commercial distribution in the United States. The
TERATECH Model 8I0C4, 8I0L4, and 10LAP4 Probes are believed to
be identical in mechanical design and materials to the respective
Philips, and are intended for the same clinical applications.
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4.3 INDICATIONS FOR USE

The TERATECH Model 810C4, BIOL4, and 10LAP4 Probes are intended for the uses described in
the Diagnostic Ultrasound Indications For Use Form is provided below.
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_/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 1 3 2004

TERATECH Corporation

% Mr. Mark Job

Responsible Third Party Official
Regulatory Technology Services
1394 25" Street NW
BUFFALO MN 55313

Re: K043278
Trade Name: Terason (Teratech) Model 2000 Portable Ultrasound System and
Teratech Model 810C4, 810L4, 10LAP4 Probes
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed Doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 90 IYN, IYO, and ITX
Dated: November 22, 2004
Received: November 26, 2004

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 Terason (Teratech) Model 2000 Portable Ultrasound System, as described in your premarket

notification:

Transducer Model Number

Teratech Model 810C4
Teratech Model 81014
Teratech Model 10LAP4
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If your device is classified (see above) into either class I1 (Special Controls) or class Il (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 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 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 (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html
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If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at (301)
594-1212.

Sincerely yours,

WW&LC gwgdi%,
Nancy C. Brggdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)



DIAGHOSTIC ULTRASOUND INDICATIONS FOR USE FORM

Systerm: - MLZMM!MM__
Transducer.  {3ge commants}
ntended Use: Diagnostic uitrasound imaging or fiuid flow analysis of ihe human body a3 follaws.

Clinical Application Mode of Cperalion
General Specific M PWD | CWOD | Caolor Comb. Dther
(Track [ Only) | (Tracks ) & ill) Dopp” Modes®
Ophthalmic Qphihalmic
Fatal P il P p=? P
Abdomina l: P Pl'l PZJ FTI T F
nira-opersive (opecl- 1P, [ = P P’ e
ntra-operative {Neuro) [ [ P’ P Py P
Leparoscoplc N N N N N N
Fetal Pediatric’: P pe_| P¥ [kl P =
Imaging Small Organ (Thyroid, P PT | P¥ P P P
& Other Breast, Tasles, atc. )" -
Neonaial Cephalic™ [ P I Pe [ [ P
Adult Cephalic”: P RN p P Zaid
Trans-rectal P il Eal p P [Ch
Trans-vaginaf- P P _{ P P (i Gl
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel_(Convent]: | P* PP P P P
Musculo-skel. {Superfic)™: p*! Caill S P Ry PY
Intra-lyminal
Othar (Spedfy)
Cardiac Adult P P+ P P’ [ P
Cardiac Cardiac Pediatric P P* P’ PT P’ =
Trans-esoph. (Cardiac)
Ciher {Specify)
Peripharal Peripheral vessel” P p= 1 p [ p Pt
Vessel Other {Specily
N= new mdication: P= previously cleared by FOA, E= added under Appendix E

' Inciudes Color Dappler (CD), Direclional Fower Coppler (OPD), and {non-direclicnal) Power Dappler,
*B+M: B+PWD; B+CD; B+DPD; B+PD.
* Hacrnonic Imaging (H1)
fincludes ultrasound guidance far placement of neadles, cetheters,
* Abdgminal organs and peripheral vessel.
'Includes ulrasound guldance for placement of needles, catheters, cryasurgery, and brachytherapy
% Includes witrasound guldance of transvaginal biopsy, infertility monitoring of follicle development.
" iIndudes guidance of amniocentesls, Infertiity monttoring of follicle davelopment.
* System uses previously cleared under K992505 with 3 MHz Modat L3 {Linear).
! System uses previously clearad under K012191.
} System uses praviously cleared under KO10883,
System uses previausly cleared under KO301891.
' Sysium uses praviously cleared undes KO40840.
tncludes uses in milltary field settings in addition 1o hospitaliclinic setlings.
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE CN ANOTHER PAGE IF NEEDED)

e

|

e —————

Bl B e
Concurrencs of Cenler for Devicas and Radiolegical Health, Office of Device Evaluation
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Of 7
Divion of Reprocutive, Abdominel,
810(k) Nurmber KD4H2T8

TERATECH Corp. 510(k) 12/09/04
Teratech Model 810C4, 810L4, and 10LAP4 Prohes Page 4.3-2



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

Systern: Temmsson Model 2000 Porable Ulrasqund System
Transducer: £Ii0C4 .
‘ Intended Use: Diasnosuc ultrasound Imag‘ms or fiuid flow ana!zsis of the human bad‘v_ as follows:
Clhnical Application Mode of Operation !
General Specific a M PWD  CWD | Coler Comb., | Other

{Track L Only) J (Tracks 1 & i) Dopp* Modes'

Ophthelmit Oghthalmic

Fetal

Abdominal™:

[ Inira-cperafive Gpec.l” AN N N N’ N* N
{ intra_operative (Neuro)
Laparoscoplc

Fetal Pediafric’

Imaging Smatl Organ {Thyroid,
& Othar Breast, Tesies, otc.)"
Necnatal Cephalic’

| Aduit Cephalic™:
Trans-rectal
Trans-vaginal®
Trans-urethral

| Trans-esoph. (nonCard.)
Musculo-skel. (Convent.)™
Musculo-skel, {Superfic)™
intra-luminal

Other (Specify)

Cardiac Adult

Cardiac Cardiac Pedialric
Trang-esoph. (Candiac)
Dther {Specify)

Peripheral Perioheral vessel’
Vessel Other {Specify)

N= new indicstion; P= previcusly cleared by FDA; E= added under Appendix E

* Includes Color Deppler {CD), Directional Power Doppler (DPO), and {non-directionai} Power Daopgler
"B+M; B+PWD; B+CD; B+DPD; B+PD.

*Harmonic tmaging (HI)

U neludes ultrasound guidance far placement of needles, catheters

* Abdominal orpans and peripheral vesse!.
'Inciudes ultrasound guidance for placement of needles, cathetars, cryosurgery, and brachylherapy

*Includes uitrasound guidance of transvaginal biopsy, inferility maenilaring of fallicle development.

* Jncludes guldanca of amnioceniesie, infertiity monitoring of foflicie development.

Addiional Comments: P uses previcusly clearad under K992505 with 3 MHz Model L3 (Linear);

P" yses previously deared under KO12191; P%; usas previously cleared under KG10883, P': uses previously cleared

under K030191
Includes uses in military field seftings in addition to hospitaliclinic setings.
{PLEASE DD NOT WRITE BELOW THIS LINE-CONTINUE CN ANOTHER PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health, Office of Device Evaluation
Prescription Use (Per 21 CFR 801.108} )

Dl 4
(Division Sign-Off)
D::gs!;on of Reproductive, Abdominal,
610 Nomber KD 32N

|l
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Syslem:
Transducer:

OIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

Terazon Model 2000 Porable Uttrasound System

gloLd

lotmaded Use: Diagroafic ultrasaund imaging or fivid flow analysis of the human body as follows:

Clinical Application

Mode of Operalion
M

General
{Track | Only)

Speclfic
(Teacks | & {Ii)

PWD

CWD

Color
Dopp’

Comb.
Modas"

Other*

Ophthalmie

Ophthalmic

Fatat
Imaging
& Other

[

Aboominal”;

ntra-operative (Spec. )™

NI

N

nira-operative {Neuro)

| Leparoscopic

Pediatric:

Small Organ (Thyrold,
Breast, Testes, eic.}%

Neonatal Cephallc™

Adult Cephalic™:

Trans-recial-

Tranc-vaginal

Trans-urethral

Trans-eaoph. (non-Cand )

Musculo-skel {Convent.)™

Muscuig-skel. {Superfic)

Intra-fuminal
Othar {Specify)

Candiac

Cardiac Adull

Cardiac Fediatric

Yrans-esoph. {Cardiac)

Other (Specify)

Petipheral
Vessel

Paripheral vesse|":

Other (Spacify)

N= new indicatian; P=

previausly cleared by FOA, E= ndded under Appendix £

* Includes Color Doppler (CD), Diractional Povar Doppler (DPD), and (non-dirgclional) Power Doppler.
*B+M; B+PWD; B+CD; B+DPD; B+PD.
‘ Hamonic Imaging (H!}

*Includes uitrasound guidance for placement of needles, calhstars.
* Abdominal organs and peripheral vessal.

'Indudes ylfrasound guldance

for placement of needies, catheters, cryosurgery. and brachytherapy

*Includes ultrasound guldance of transvagina! blopay, infertility monitoring af follicie development.

" Indudes guidance of amnlocentesis, In
! System vses previously cleared under
! System uses previously cleared under

* Systam uses previously cleared under K010883.
* Syslem uses previcusly cleared under K030191,
includas uses in military field settings in addition to hospitaliclinic sattings.

{PLEASE DO NOT WRITE BE

fertility monitoring of folllcle develapment,
K992505 with 3 MHz Model L3 (Linaar).
Katz2191.

LOW THIS LINE-CONTINUE ON ANOTHER PAGE iF NEEDED)

E:ncuwem:e of Center for Devices and Radiclogical Health, Office of Device Evaluation
Prescription Use (Per 21 CFR 801.109)

I,

(Division Sign-Off)

Division of Reproductive, Abdominal,

KDH327T8

and Radiological Devices
510(k} Number
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

Systam; T -] 0 Ponlabl m

PR

Transducer: 10LAP4
Intanded Use: Dlagnostic utrasaund imnaging or fluid flow analysis of the human body as follows:

Clinical Applicalion Mode of Dperation
[General Specific 8 N PWD | CWO | Color Comb. | Other
Yrack | Onty) fl (Tracks 1 & U1} Dopp* Mades®
Ophthaimic Ophihalmic
Felal’
Abdominal .
intra-operative (Spec) NN N N N N'
Intra-operative (Neurc)
| aparoscapic N N N N N N
Falal Pediatric’:
Imaging Small Organ (Thyroid,
& Other Breast, Tesles, etc.}’:

Neonatel Cephaiic™:

Adult Cephalic™

Trans—redal;

[ransvaginaf:

7
| Trans-urethral

rrans-esoph. {non-Card.)

Musculp-skel. (Convent.}™

Mus culo-skel. (Superfic)”

intra-fumina!

Other (Specify)

Cardiac Adult

Cardlac Cardiac Pediatric

Trans-esoph. {Cardiac)

Qthar {(Speci

Peripheral Peripheral vessel”

Veasel Other (Specify)

T now indication; P= previcusly clearad by FDA; E= added under Appendix £

= Includes Color Ooppter {CD), Directional Fowar Dappter {OFD), and (non-directianal} Power Doppler.

*B+M; B+PWD; B4CD; B+OPD; B+PD.

= Harmonic imaging {HI)

Y|ncludas ultrasound guidance for placement of needles, cathelers,
= Abdominal organs and peripheral vessel,

' Inciudes ultrasound guidence for ptacement of needies, cathalers, crygsurgery, and brachytherapy

" jnciudes uitrasound guidance of transvaginal biopsy, inferility monitoring of follicle development
* includes guidance of smniccentesis, Infarility monltering of follicle deveicpment.
' System uses praviously clqared under K992505 with 3 MHz Modet! L3 [Linear).
 System uses proviously cleared under KO121S1.

? System uses previously cleared under KO10E83,

* System uses previously cleared under KO30191.

Includes uses in military field settings in addition la hospitaliclinic setlings.

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

Conarrence of Center for Devices and Radiological Health, Ofice of Device Evaluation
Preacription Usa {Per 21 CFR 501.109}

Ikt Lo
{Division Sign-Off 7/
Division of Reproductive, Abdominal,

and Radiologicat Devices
510{k) Number Ko 3278
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