
DEC 1.3 2004

510(k) Summary for
TERATECH Model 810C4, 81OL4, and 10LAP4 Probes

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 81OC4, 810L4, and 10LAP4
Probes

Common/Usual Name: Diagnostic Ultrasound Transducer

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

3. PREDICATE DEVICES

Sub ect Device Predicate I Predicate 2
810I4 Philips L19-5 TERATECH 10V5
810C4 ips Cr8-4 TERATECH 1OV5
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 weQl as the subject devices, are used
with the TERATECH Model 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 8IOC4, 810L4, and 1OLAP4 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. DEVICE DESCRIPTION

The TERATECH Model 810C4, 81OL4, and 1OLAP4 Probes are intended for
use with the Model TERATECH2000, a portable ultrasoundimaging system.
Technical specificationsfor the Model 8I0C4, 8IOL4, and IOLAP4 Probes with
the Model 2000 are as follows:

Model 81OC4 81OL4 10LAP4
Frequency/ 6.0 MHz 7.5 MHz 7.0 MHz
# Elements 128 128 128
Array type Curved Linear Linear
Pitch (mm) 0.32 0.30 0.30
Elevation width (mm 5.0 5.0
Geometric focus (mm) 25 25
Azimuth radius (mm 40 N/A N/A
Azimuth length (umn 50.0 38.A 38.4

6. BASIS FOR SUBSTANTIAL EQUIVALENCE

The TERATECH Model 8IOC4, 810L4, and 1OLAP4 Probes are
substantially equivalent to the above dted Philips transducers, which
are currently in commercial distribution in the United States. The
TERATECH Model 81OC4, 81OL4, 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 FO 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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00 Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES

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 2 5th Street NW
BUFFALO MN 55313

Re: K043278
Trade Name: Terason (Teratech) Model 2000 Portable Ultrasound System and

Teratech Model 81OC4, 81OL4, I OLAP4 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: II
Product Code: 90 LYN, 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 81OC4
Teratech Model 81OL4

Teratech Model I OLAP4
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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 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,

Nancy C. Brdon
Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: i.ertsol Model 2000 portable Ultra~wu+'d J 'n
Transducer xrifflI
lntrnded Use: Disgnostic uftrusound imagin o hid flow ana"is of the human bod as follows:
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: __ erarMoe200PlblUtasndSystem -
Transducer: BiQC4
Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows

Clinical Application Mhiode ofOperation,-
General Specific a M PO CD olr om. Other
(Track Ilonly) (Traclks I& Ill) DODO. Modes,

Oulithlmic Ophthalmic
Fetal'
AbdomInal': ___

Intra-overalive (Specd" 1 r N ___

Infle-ooerative (Neuro) __- -- -

LaparsWcoDJc -

Imiaging Small Organ (Thyroid
& Other Br"at Testes. etc.)' --

Adul Ce lie:-

Trans-urecthal:- -

Trans..soph- (noni-ard - ___

Intra-Iuminal- - -

Other (Specify)-
Cardia Adult- -

Cardiac Cartlac Pediatric- -

Trmns-esoph. fCardai ___ - - ___

Periphteral peripheral ves~sel' - -

Vessel Oter (Specify
1, ne ~indicalio;7P= previously cleared by FDA4 E- added under Appndix E
* lncludes Color Doppler (CD). Dhdeciorwl Power Doppler (DPO), and (non-directional) Power Dapjler
"BM. B.PWD; 9-.CD; 6.DPD: B.PD.
'Harrnonic Imaging (HO)
"Includns ultrasound guidance for placemnent of needles, cathelers
*Abdominal organs and peripheral vessel.
*Includes ultrasound guidance for placement of needles, catheters. rayosurgery. and brachylherapy
lincfudes ultrasound guidance at transvaginal biopsy. iniferlility monitoring of follicle de.'eiopment.

* Includes guldainc, of amniocentesis. inftrtility monitoring of follicle development.
Additional Comments: P1: user prevIously cleared under K992$05 with 3 MHz Model LZ (Uinear);
P:uses previously clewred under K012191:; P': uses prevIously cleared under 1(010883: r': uses previously cleared

under K(030191
include. uses in military field settings In addItIon to hospitallclinic settings.
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUIE ON ANOTHER PAGE IF NEEDED)

Concurrence Of Cenftr fo. Devices and Radiological Health. Office of Device Evaluation
Prescription Uset (Per 21 CFR 801.109)

(OW~son Smnom I
DMvStion of Rupradutin. Abdalllnint
and Radligl Devi=ceg 1 ZI-54Z1%
51 ONk Number -Fw-
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

Sysiem: Terason Model 2000 Portable Ultrasound System
Transducer: I1OL4
Intended Use: Dieoslic ultrasound ins Inrc or fluid low analys$s of lhe human body as follows:
Clinical Appltoton I Mode of Ooeralion
General Specific S M PVD CWND Color Combt Other'
(Track I Only) (Tracks I A Ill) IDopp Mode
Ophth__,TJ__ Ophlhalmic f

Aboominar; ' -'
Inran-operative (Spec.)' N r N' N' r, ff r- ir-
Inra-operatve (Neuro)
Laparosopk::

Fetal Pediatridc' .
Imaging Small Organ (Thyroid,
& Other BreastI Testes. etc.t _

.

Neonatal Cephalc':
AdtM Cephallc':
Trmne-mactal':
Trns-vapinar:-
Trans-urethral
Trans-oph f- nn-Card. )
Musacflo-eslkel (Conveg, 2 :
Muslculo-sket. (SuFrfic":'
Intra-tuminal

__________Other (Specify)
Cardiac Adult

Cardiac Cardiac Pediatric
Trens-esoph. (Cardiac)

{{ Other (Specify)
Peflpheral Peripheral vessel':
VneIse Other fSpeciry) - ___ - - ___

N= new Indicaion; P=- previously cletred bij FDA; E- added under Appendix EIncludes Color Doppler (CD), Directional Power Doppler (DPD), and (non-directional) Power Doppler.
BI+M; 8+PWD; B+CD; S+DPD; B+PD.
Hamionic Imaging (HI)

'Includes ultrasound guidance for placement of needles. catheters.
* Abdominal organs and peripheral vessel.
'Indclues ultrasound guidance for placement of needles, catheters, cryosurgery and brachytherapy
Includes ultrasound guidance of transvaginal biopsy, Infeohlity monitoring of follicle development.
Includes guidance of amniocentesis, Ilnfertility monitoring of follicle development.
S System uses previously cleared under KIg2505 with 3 MHz Model L3 (Linear).
System uses previously cleared under K012191.
System uses previously cleared under K1010183.
System uses previously cleared under K030191.

Includes uses In military field settings in addition to hospital/clinic settings.
(PLEASE DO NOT WRITE BELOW THIS UNE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuwrence of Center for Devices and Radiological Health, O ffice of Device Evalfuation
Presctiption Use (Per 21 CFR 801.109)

(Division Sign-Of f
Division of Reproductive, Abdominal,
and Radiological Devices
5110(k) Number j_ _Z "7 Y
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Terasor Model 2000 Portable titraosand System
Traruducer:2- IfwLAP4 f the human , as follows:

Intended Use: Diagnostic ultrasound im8Qinc orUflidOw analysi o.t....b...flo.
Clinical A Mi___.__.._ Mode of eration

General Specifc 8 M W C Color Comb_ Other'

tTrack I OnV (Tracks I S )Doan' Modes'

OphthaOMic 0phthalmic
Fetal'

Aboin a l':
lntrm-onerative (Speur.) F
LaaroscoiC N N N N N N

Imageing Small Organ (Thyroid,
& Other Beeas. Testes, etc.):

Neonatal Cephalic': - - -

Adult Cenhalic':

;Trans-fed
I nl' 

:
-

Ca~~~ ~ rdn-so . n.Ca dOths (uoSpecif prti))

Peripheral PeripheIal vessel

Vessel Other (specify

N o idctin c rviuledae by FDA4 It added under Appendix E

*Includes color oper(DDeconlPOWer Doppler (DPD). and (non-directIlflal) Power DopPler.

B+M; B4-PWD; 84C 6~P D.
Harmonic imaging (Hei

'includes ultrasound guidance for Placement of needles, catheters
'Abdominal orgas and peripheral vessel.
VIncludes ultrasound guidance for placement of needles, catheter. uiyosurgery, and brathytherapy

lincludes ultrasoynd guidance of transYaginal biopsy, infertility monwitoring of follicle development.

*incdudes guidance of amniocentesis, Infertility monktoring of follicle deweloprenefl

*System uses previously leared under K992505 with 3 MHz Model 1-3 (Uincur).
Syst-m uses previously cleared unDer K012191E
system us"e previously cleared under K010oe3.

*Syvstem u~ses previousb' cleared under K030191.
Includes uses in military field settings in addition to hospitalacminit settings

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

Concur·rfcOf Center for Devices and Radiological Hl .0 ci Dovice Evaluation

Prescription Use (Per 21 CFR 80y.109)

(Division Sign-OMI
Division of RepoductrIvo Abdominal.
and Radiological Devices un e K0z191
51 0(k) Number ___________4 _______
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