
Aloka Co. Ltd. Model Prosound 2 510(K)

DEC 1 9 2OOS
510(k) Summary of Safety and Effectiveness

Prepared in accordance with 21 CFR Part 807.92

Section a):
1. Submitter: Aloka Co., Ltd., 10 Fairfield Boulevard, Wallingford, CT 06492

Contact Person: Richard J. Cehovsky, RA/QA Coordinator,
Tel: (203)269-5088 Ext. 346, Fax: 203-269-6075

Date Prepared: 9/18/08

2. Device Name: Aloka Prosound 2 Diagnostic Ultrasound System
Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90 IYN
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90 ITX
Ultrasonic Pulsed Echo Imaging System., 21 CFR 892.1560, 90 IYO

3. Marketed Device: Aloka SSD-500 Diagnostic Ultrasound System K900805, (90-IYN, ITX, IYO)
( A device currently in commercial distribution)

4. Device Description: The Aloka Prosound 2 Diagnostic Ultrasound System is a light weight, full-digital portable
imaging and analysis system. It consist of a high resolution LCD flat panel monitor that provides
excellent image quality and processing. The user interface includes a computer type keyboard,
specialized controls and a display.

5. Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of
Gyneological, Fetal, Peripheral Vascular, Cardiac, Neonatal Cephalic, Small Parts, Intra-
operative, Transrectal and Abdominal applications. The device is not indicated for Ophthalmic
applications.

6.Comparison w/ Predicate Device:
The Aloka Prosound 2 is technically comparable and substantially equivalent to the
current Aloka SSD-500-(K900805). It has the same technological characteristics, key safety and
effectiveness features, and has the same intended uses and basic operating modes as the predicate
device.

Section b):
1. Non-clinical Tests: The device and its transducers have been evaluated for acoustic output, biocompatibility,

cleaning & disinfection effectiveness, electromagnetic compatibility, as well as electrical and
mechanical safety, and have been found to conform with applicable medical device safety
standards.

2. Clinical Tests: None Required.

3. Conclusion: Intended uses and other key features are consistent with traditional clinical practices, FDA
guidelines and established methods of patient examination. The design, development and
quality process of the manufacturer confirms with 21 CFR 820, ISO 9001:2000 and ISO
13485 quality systems. The device conforms to applicable medical device safety standards
and compliance is verified through independent evaluation with ongoing factory
surveillance. Diagnostic ultrasound has accumulated a long history of safe and effectiveness
performance. Therefore, it is the opinion of Aloka Co., Ltd. that the Aloka Prosound 2
Diagnostic Ultrasound System and its transducers are substantially equivalent with respect
to safety and effectiveness to its predicate and other currently cleared Aloka systems.
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Public Health Service DEPARTMENT OF HEALTH &. HUMAN SERVICES 

Food and Drug Adr:ninistration 
9200 Corporate Boulevard 
Rockville MD 20850 

UUN 
~.

·22009 

Aloka Co., Ltd. 
% Mr. Tamas Borsai 
Division Manager, Medical Division 
TOY Rheinland ofNorth America 
12 Commerce Road 
NEWTOWN CT 06470 

Re:	 K083254 
TradelDevice Name: Aloka Prosound 2 
Regulation Number: 21 CFR 892.1550 
Regulation Name: Ultrasonic pulsed doppler imaging system 
Regulatory Class: II 
Product Code: IYN, NO, and ITX 
Dated: December 2, 2008 
Received: December 4, 2008 

Dear Mr. Borsai: 

This letter corrects our substantially equivalent letter ofDecember 19, 2008. 

We have reviewed your Section 51 O(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 Aloka Prosound 2, as described in your premarket notification: . 

Transducer Model Number 

UST-5561-7.5 UST-660-7.5 
UST-556T-7.5 UST-934N-3.5 

UST-556TU-7.5 UST-935N-5 
UST-586-5 UST-944B-3.5 
UST5871-5 UST-945B-5 



Page 2 - Mr. Borsai 

UST-974-5 UST-5"711 
UST-981-5 UST-5820-5 

UST-5512U-7.5 UST-911 1-5 
UST-5551 UST-9137 

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 ofFederal 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 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 ofCompliance at (240) 276-0120. Also, please note the regulation entitled~ 

"Misbranding by reference to premarket notification" (21 CFR 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/cdrhlindustry/support/index.html 

If you have any questions regarding the content of this letter, please contact Lauren Hefner at 
(240) 276-3666. " 

(', J me M. Morris 
(f' Acting Director, Division of R~productive, 

Abdominal, and Radiological Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

Enclosure(s) 



Aloka Co. Ltd. Model Prosouod :2 510(K) 

Section 1.3
 
Indications for Use
 

Section 1.3.1
 

510(k) Indications for Use StatementIForms
 

( Immediately fol1ows this page)
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Aloka Co. Ltd. Model ProsoulKl Z SIO(K) 

510(K) Number (if known):
 

Device Name:
 

Indications For Use:
 

Prescription Use_~__ 
(part 21 CFR 801 Subpart D) 

Indications for Use 

Aloka Prosound 2 

The device is intended for use by a qualified 
physician for ultrasound evaluation of 
Gyneological, Fetal, Peripheral Vascular, Cardiac, 
Neonatal Cephalic, Small Parts, Intra-operative, 
Transrectal and Abdominal applications. 

The device is not indicated for Ophthalmic
 
applications.
 

ANDiOR OYer-The Counter Use _ 
(21 CFR 801 Subpart C) 

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

Concurrence of CoRH, omce of Device Evaluation (ODE) 

(DiViSi~-----
Page 1 of 1Division of Reproductive, Abdominal and 

~adiological Devices <3- 2 d 
510(k) Number 16 0 /) :...J ~ 5:::1__ 
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(Division Sign-O 

Aloka Co. Ltd. Model Prosound 2 510(K) 

1.3.1 
Diagnostic Ultrasound Indications for Use Form 

Prosound 2 

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

Clinical Application 

Modes of operation 

A B M PWD CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (spedfy) 

Imaging· 

Opthalmic 

Fetal N N See Below 

Abdominal N N See Below 

Intraoperative (specify) N N See Below 

Intraoperative Neurological 

Pediatric 

Small Organ (specil'y) N N See Below 

Neonatal Cephalic N N See Below 

Adult Cephalic 

Cardiac N N See Below 

Transesophageal 

Transredal N N See Below 

Transvaginal N N See Below 

Transurethral 

Intravascular 

Peripheral Vascular N N See Below 

LtIparoscopic 

Musculo-skelet.1 
Conventional 
Musculo-skeletal Superficial 

Other: Gynecological N N See Below 

N= new mdlcatlon; P= prevIOusly cleared by FDA; E= added under AppendIX A 
Additional Comments: Mixed mode operation includes- 81M 

Applications: Small Parts-(breast, testes & thyroid), abdominal., gynecological-fetal, neonatal cephalic, 
transreetal, transvaginal, cardiac, intra-operativ~liver, pancreas, gall bladder, etc.), peripheral vascular. 

ELOW THIS LINE - ONT ON ANOTHER PA E IF NEEDED 

oncurrence ofCDRH, Office ofDevice Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 

. 
Division of Reproductive, Abdominal and 
Radiological Oevices~ :?'~ :J5 c [
 
510(k) Number ...-JO:.....u..Qw.Q=::......=:~_'--J-_--
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AloaCo.Ud. SIO(K) 

Diagnostic Ultrasound Indications for Use Form
 
UST-5S6I-7.5
 

(K84054O)
 

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

Cliaical ApplicatioD 

Modes ofoperation 

A B M FWD CWD Color Aalplitude Color Combined Otber 
Doppler Doppler Velocity. (specify) (specify) 

1....18g 

Optbalmic 

Feta' 

Abdomiaal 

latnopent;ve (specify) P P SceBelow 

latraopentin Neuroloaical 

Pediatric 

smaD Orga8 (speeify) p p See Below 

Neoaatal Cepbalic 

Ad.lt Cephalic 

Cardiac 

TnlllUOpbagea' 

Tnaaneta' 

TrausvaliDal 

Tnanr~nl 

IRtravucalar 

P..ipllenl VUClliar 

Laparoscopic 

Ma~lcHkeIeta •. 
COIIvcmoaa' 
MIIICBlo-tbleta1 Superfld.81 

Other 

. 

(Division Sign-Off) . 
Division of Reproductive, Abdominal and 

Radiological Device~L , '\scI 
3951 O(k) Number _L..l __ --(1).~-=3~oI~J.--



Aloka Co. Ltd. Model Pro50und Z 510(1() 

Diagnostic tntrasound IndicotiODS for Use Form
 
UST-556T-7.S
 

(K840540)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow Wlalysis ofthe human body as follows: . 

Clinical Application 

Modes ofoperatfoa 

A B M PWD CWO Color Amplitude Color Combined Otller 
Doppler Doppler Velocity (specify) (specify) 

Imaging 

Opthalmic 

Fetal 

Abdominal 

IntrllOperative (specify) P p Sec Below 

Intraoperative Nearological 

Pediatric 

Small Or&aD (specify) P P Sec Below 

Neoaatal Cephalic 

Adult Cephalic: 

Cordiau: 

TraAsesophalcal 

TraDsrectal 

TrDDlVagiDol 

TraDlGrethral 

Intravascular 

Peripheral Vascular 

uparoscoplc: 

MUlJculo-skeletal 
COIIventloDal 
Masculo·.kele..l Superficial 

Other: 

. 
. N- new mdlcation; P= prevIOUSly cleared by FDA; E= added under AppendIX E 

Additional Comments: Mixed IOOde operation includes- BIM
 

Appl" atians: S - (breasts. tests, thyroid, etc.)' Inlra-Operativc- (Liver. pancreas, gall Bladder)
 

L T E 
clJJTeJlce of CORH, Office ofOevice Evaluation (ODE) 

__~WJ~CJ::::;;j!~~~::::::::=--_..ED~ip·tioD Use (per 21 CFR 801.109) 

(Division ign-Off) 
Division of Reproductive, Abdominal and 
Radiological Devices 1.1 I 
51 0(k)Number r.. 0 '8 7-2;;)5 c.. _ 40 

12~ 



Aloka Co. Ltd. Model Pl"OIOliDd 1 510(K) 

Diapoetic U1truo••d IDdialtio.lorU.Fo...
 
UST-556TU-7-S
 

(K870916)
 
~.

Intended Use: ic ultrasound . or fluid flow analysis ofthe human body as follows: 

N- new mdlcatlon; P= preVIOUSly cleared by FDA; E- added UDder Appendix E 

Additional Comments: Mixed mode operation includes- BIM 

Applications: Small Parts- (breasts. tests, thyroid, etc.),Intra-Operative- (Liver, pancreas. gall Bladder) 

<PLEASE 00 NOT WRITE BELOW nus LINE - CONTINUE ON ANOlliER PAGE IF NEEDED) 
Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109) 

Model ofapentioa 

alDlea1 Application A B M FWD CWD Color" Amplitude Color CO.blDed Other 
Doppler Doppler Velocity (apedfy) (specify) 

......g 

Opthalmic 

F•• 

Abelominl 

IIICnlopen1tive (specify) P P See Below 

lIItraoperative Neurological 

Pediatric 

S.al' Orpn <lpeCify) P P See Below 

Neonatal C....lic 
I 

Ad.1t Cep....'c 
Ii 

cardiac , 

Trall.........1 

Traasreetal 

TralllYaciaal 

Trauuretllral 

I.tnyucalar 

Peripheral Vucalar , 

Lapal'OlCOPic 

MucaJo.4keletaI 
Can_tional 
MucalHkeleta1 SUperficial 

Other 

. . 

(Division S -Off) .
 
Division of Reproductive, Abdominal and
 
Radiological Devices b )$ ~ :;)5 c{
 

41510(k) Number Q y 



E N T 
Concurre

BE OW 
nce ofCDRH, Office ofDevice Evaluatio
Prescription Use (per 21 CFR 801.109) 

ISLIN -CO 0 ANO 
n (ODE) 
PA EIFNEEDED 

(Division ign-Off) 

Aloka Co. Ltd. Model Prosouud :z 510(K) 

Diagnostic U1truoulld IDdieations for Use Form
 
UST-586-S
 
(K861538)
 

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

CIiBical Application 

Modes oropention 

A B M PWD CWO Color Amplitude Color Combilled Other 
DopP'er Doppler VelcKhY (specify) (specify) 

ImqiBg 

Opthalmic 

Fetal 

Abdo"'ual 

IUlnoperative (speciFy) 

IBtraoperative Neurological 

Pediatric 

Small Orgaa (specify) N N Sec Below 

Neonatal Cephalic 

Adult Cepbalic 

Cardiac 

Transaopbageal 

Tnnsnctal 

TrallSVaginaJ 

Tran••retllral 

l.travaKular 

Periplleral Vaseular 

Lapal"Oseoplc 

Maseulo-skeletal 
"CODveatiooal 
"Musc:ulo-akeletal Superficial 

OtIIer 

N= new indication; P= preVIOUSly cleared by FDA; E= added UDder Appendix E 

Additional Comments: Mixed mode o,peration includes: 81M 

Applications: Small Parts- (breasts, tests, thyroid, etc.) 

Division of Reproductive, Abdomina' and 

Radiological oevi~A 0 ~~ ':15 c/ 42
510(k) Number 



Aloka Co. Ltd. Model PrOlOliDd Z 510(1() 

Diagnostic Ultrasound IndieadoH for Use Form
 
UST-587I-S
 
(K840540)
 

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

Clinical Application 

Model ofoperatioa 

A B M PWD CWD Color Amplltllde Color. Combined OdIer 
Doppler Doppler Velocity (Ipecify). (Ipecify) 

Imqing 

Optbalmic 

Fetal 

Abdomi.al 

IntnlopentiYe (Ipeclfy) p P Sec Below 

Intnoperative Neurological 

Pediatric 

S..all Orlan (specify) P P See Below 

Neonatal Cepbalic 

Adult Cephalic 

Cardiac 

Tn_opbageal 

TraDlrectal 

·Tnnsvaginal 

Tnnluretbnl 

Intravascular 

Peripllenl Vucular 

LaparOlCopic 

MUIC.ao-.keletal 
.Conventio.al 
MulCulo-lkeJetal Superficial 

Otber 

N= new mdlcatJon; P= prevIOusly cleared by FDA; E- added under AppendIX E 

Additional Comments: Mixed mode operation includes- BIM 

Applications: Small Parts- (breasts, tests, thyroid, etc.), Intra-Operative- (Liver, pancreas, gall Bladder) 

PEAS or E WI L E- ONTINUEONANO A IF DED 
CODCWTence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (Per 21 CFR 80IJ09) 

(Division Sgn-Off) . 
Division of Reproductive, Abdominal and 

43Radiological Devices 1~ ~? dSc.L 
ll~510(k) Number O. z..J 



Alob Co. Ltd. Model Prosoulld :1 ~lO(K) 

Diaguostie Ultnsoaad IDdicatiou for Ulle FOnD
 

UST-660-7oS
 
(K870916) 

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

.CIiJIic:a1 Applicatiou 

Mocla ofoperatioa 

A B M PWD CWO Color 
Doppler 

Alaplitude 
Doppler 

Comr 
Velocity 
••aglug 

C_biHd 
(specify) 

Other 
(specify) 

Opthalmic 

Fdal 

Abelo.mal 

latraoperative (specify) 

latraoperatiYe Nearololkal 

Pediatric 

S..II Orpa (spedfy) 

Neoaaul Cepllalie 

Ad_It Cepllalie 

Cardiae 

TraDlellOpliageal 

Traasrec:tal p p Sec Below 

TralUYagiaal-

Trauurethral 

latravaKalar 

Periplleral Vueular 

Lapal"OKOpie 

MlIKlIkHkeletal 
Coaveatioaal 
MUKukHke1eta1 Superfkial 

Oth~r 

. .
N= new mdicatioD; P= prevtously cleared by FDA; E= added under Appendix E 

Additional Comments: Mixed mode cpration includes- B/M 

(Division ign-Off) 
Division of Reproductive, Abdominal and 
Radiological Devices \L L 44 
510(k) Number \O'Z' 0 ~ 5 G 



Alolla Co. Ltd. Model PrOlOulHll 510(K) 

Diagnostic:: UltrasollDd IndicatioDS for Use Form
 
UST-934N-3.5
 

(K900805)
 

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

Cliaial Application 

Modes ofopention 

A B M PWD CWD Color 
Doppler 

Amplitude 
Doppler 

Color 
Veloclty 
Ima.la. 

Combined 
(Ipeclfy) 

Otber 
(Ipecify) 

Opthalmic 

Fetal p p see Below: 

Abelo.laal P P SccBclow 

latraoperative (specify) 

latraopentive Neuroloaical 

Pediatric 

SlIIall Organ (specify) 

Neoaatal Cepllalic 

Adult Cepballc: 

CardUic 

Tnasaopbageal 

TnD8rectal 

Transvllinal 

Tnmallntbral 

IntravaKular 

Peripberal Vaeular 

Lliparoscopie 

Musculo-lkeletal 
CoaveDtioaal 
MUIcu~~ISuperncial 

Otber: Gynecological P P SceBclow' 

N'"' new mdlcatlon. P== previously cleared by FDA; E== added under AppendIX E 

Additional Comments: Mixed mode emeration includes- DIM 

(Division Si -Off)
 
Division of Reproductive, Abdominal and
 
Radiological Device~ J 45
 
510(k) Number hO1)3;;)5 C(_
 



Aloa Co. Ltd. Model PrOIouad Z 510(K) 

Diagnostic Ultrasound Indications for Use Form 
UST-935N-5 
(K9OO805) 

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

Clinical Applic.tion 

Modea ofopentioa 

A B M PWD CWD Color 
Doppler 

Amplitude 
Doppler 

Color 
Velodty 
IIII.ging 

CombiBed 
(specify) 

Odser 
(specify) 

Optb.lmic 

Fe..1 p p See Below 

Abdomln.1 p p See Below 

IatraoperatWe (specify) 

latraoperative Neurololleal 

Pediatric 

Small O,...n (specify) 

Neo....1eepllalic 

Adult Cephalic 

Cardi.c 

Trusesophqeal 

Tran.rectal 

Trall.varin• 1 

Transuret.....' 

latravlIIC.lar 

Perip"er.1 Vucula, 

Laparoseopk 

Muscul_keletal 
Coaventioual 
MuseuICMkele..' Superficial 

Other: GYDeCOJoticaI p P SccBelow 

-N new mdlcatlon, P= prevIously cleared by FDA, E- added under Appendix E 

Additional Comments: Mixed mode operation includes- 81M 

W ONANO RPAGEIF 
Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109) 

(Division Sign-Off) 
Division of Reproductive, Abdominal and 
Radiological DeViCej 
510(k) Number~Qcgp~5c{ 
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Alou Co. Ltd. Model ProsouDd 2 510(K) 

DiagaOltic UItruoaDd bdicatiou for Vie Fol"III 
UST-944B-3.5 

(K870916) 

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

CliaicaJ AppilcatioB 

Modes ofoperatioa 

A B M PWD CWO Coler 
Doppler 

M1p1itude 
Doppler 

Coler 
Velocity 

""al 

Co.blHd 
(Ipecify) 

Other 
(Ipecify) 

Opaba.1e 

Fetal 

AbdOlDia.' p p See Below 

bltriaopentiYe (specify) 

IDtraOperatiYe Ne.lrolo&ical 

Pediatric 

S.al. Orpa (specify) 

N...... Ceptaalle 

Adlllt CeplWic 

-::.rdiac 

TraDleIOpltageal . 

p P SceBelow 

Trusreetal 

Tr.DtYaginal 

TnDluretlar.1 

IDtrlYlIKular 

PeriPltenl Vucalar 

Laparoseopic 

MlllCUlcHUJeaI 
Co.veatioll" 
MlIJCulcHkeittal S.perftc:ial 

Other: . 

. . .N- new indIcation; P= preVIously cleared by FDA; E- added under Appendix E 

Additional Comments: Mixed mode operation includes- 81M 

(PLEASE 00 NOT WRITE BELOW nus LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
 
Concurrenc:e ofCDRH, Office of Device Evaluation (ODE)
 

___~f&"o ............ U.. (P«2ICFR ..U09)
 

(Division Sign-Off) 
Division of Reproductive, Abdominal and 
Radiological Deviceq.,l ?: <'] '0 d 47 
510(k) Number n Q ~ i:d.=< L I ~O 



Model PrOloaad 1 SlO(K)Aloka Co. Ltd. 

Diagnostic Ultruouncl Iudieadons for Use Form
 
USf-945B-5
 
(K9OO805)
 

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

N- new mdlcatlon; P= prevIously cleared by FDA; E- added W1der AppendiX E 

Mod.. oropentiOD 

Cli.ical Apptic:atiOD A B M FWD cwo Color Amplitade Color Combiaed Other 
Doppler Doppler Velocity (specify) (specify) 

I..ap... 

OptballDlc 

Fetal p p Sec Below 

Abdomiaal 

Intraopentive (specify) 

Intraopentive Neurological 

Pediatric 

SlIlall OrgaD (specify) 

Neonatal Cepbalic 

Adult Cepbalic 

Cardiac 

TnalllOpbalQl 

Tnasreeul 

Trauvagillal p P See Below 

Tra....retbraJ 

Intravascular 

Periplaenl Vucular 

Laparoscoptc 

MuseulcHbletal 
CODvcotiotlal 
Museulo-slteletal Saperficial 

Other: Gyaecololieal p p Sec Below 

.' 
Additional Comments: Mixed mode operation includes- 81M 

(pLEASE DO NOT WRITE BELOW THIS LINE • CONTINUE ON ANOTHER PAGE IF NEEDED>
 
Concurrence ofCDRH, Office of Device Evaluation (ODE)
 

Prescription Use (per 21 CFR 801.109)
 

(Division Sign- ) 
,Division of Reproductive, Abdominal and 
Radiological Device~ L 5 Ll 48
510(k) Number I, 0 Q P ::J 

I ?::JI 



Aloka Co. Ltd. Model ProlOaad 2 51O(K) 

DiagDosti&: U1trasouDd IDdieatioDs for Use Form
 
UST-974-5
 
(K910153)
 

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

CliDal Application 

Modes ofOpentioD 

A B M PWD CWD Color Amplitude Color Co..biaed Other 
Doppler Doppler Velocity (specify) (specify) 

Im.,lug 

Opthalmic 

Fetal 

Abdominal 

lanoperative (specify) 

[atraoperative Neurolo.ical 

Pediatric: 

S.aU OrIa. (specify) 

NeoGatal Cepbalic P p See Below 

Adllit Cepbalic 

Cardiac 

Tra••esophapal 

TraDIrectal 

Tra.lVagl.al 

TraD.retbral 

Intravascular 

PerIpheral Vueutar 

Laparoacopic: 

MlIlCuio-skeJeUl 
CoDventioaal 
MuacutCHkeletal Superficial 

.OtIIer: 

N~ new mdlcaDon; P:: prevIously cleared by FDA; E- added under AppendIX E 

Additional Comments: Mixed mode 0JlC0lti0n includes- BIM 

(pLEASE DO NOT WRITE BELOW TIJIS LINE - CONTINUE ON ANOmER PAGE IF NEEDED> 
Concurrence ofCDRH, Office of Device Evaluation (ODE) . . ~Ifni! ~1'reKription Use (Pe<21 eFR 101.1(9) 

(DiviSion Sign~ 
Division of Reproductive, Abdominal and 
Radiological Devicesl~ LJ 49 
510(k) Number -l~ Q]: 3 ~ 5 .:J 



Model PrOlOaDd 2 510(K)Aloka Co. Ltd. 

Diagnostic Ultrasound Iodications for Use Form
 
UST-981-S
 
(K900805)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe hwnan body as follows: 

Clinical Appliation 

Model ofopention 

A B M PWD CWD Color 
Doppler 

Amplitude 
Doppler 

Color 
Velocity 
lmagiae 

CombiDed 
(specify) 

Other 
(lpKify) 

Opthalmic 

Fetal N N See Below 

Abdominal 

Intraopcnltive (specify) 

Intraoperatiye NeurolOlieal 

Pediatric 

S..all 011" (Ipedfy) 

Neonatal Ccp"aUc 

Adult Cep"allc 

Cardiac 

Tnlnlelopha.ea1 

TnlDlnctal 

TnlDlVarlul N N See Below 

.TrailUretilral 

latraYaKUlar 

Perlpberal Vascular 

Laparoacopic: 

MUlClIlo-skeletal 
COIIyentioual 
Muteulo-skeletal S.perficdl 

OtIIer: G)'oecoJorial N N See Below 

-N- new mdlcatlOn; P= prev10usly cleared by FDA; E- added lDlder Appendix E 

Additional Comments: Mixed mode operation includes- 81M 

(PLEASE DO NOT WRITE BEWW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence ofCDRH, Office of Device Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109) 

(Division SigneD 
Division of Reproductive, Abdominal and 
Radiological Devices)~ Q'2..:)5 Ll 50 
510(k) Number ---!._~~O~o~w~'=:-.L-.. -



Alolul Co. Ltd. Model PrOlouDd 2 51O(K) 

Diagnostic Ultrasound IDdicatioas for Use Form
 
UST-5512U-7oS
 

(K86I538)
 

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

CUaical Application 

Modes ofoperation 

A B M PWD CWD Color 
Doppler 

Aaplitude 
Doppler 

Color 
Velocity 
[maginl 

COlllbiDed 
(specify) 

~er 
(specify) 

OpthalmiC 

Fetal 

Abdominal 

Intraoperative (1JPeCIfy) 

[ntrlloperatlve Neurological 

Pediatric 

SlIIall OrpD (.pecify) p P See Below 

Neonatal Ceplaalic 

Adult eepla.Uc 

Cardiac 

Traasesop.a.ea1 

TransredaJ 

Trusvagllial 

Traasarethral 

Intrllvuealar 

Peripberal Vucular P P Sc:eBclow 

LaparOicopk: 

MUSC8Jo.,.bletal 
Conventioaal 
Musc:ulo-sketetal Superficial 

Other: 

. . .
N= new indIcation; P= preVlOUSIy cleared by FDA; E- added under Appendix E 

Additional Comments: Mixed mode operation includes- 81M 
Applications: Small Parts- (breasts, tests, thyroid, etc.) 

£PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTIiER PAGE IF NEEDED> 
Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (per 21 CFR 801.109) 

(Division Sign-Q 
Division of Reproductive, Abdominal and 
Radiological Devicesu... . 
510(k) Number r ,08()~S4 
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Aloa Co. Ud. Mode! Prosoaad 1 510(K) 

DiagDoItie Ultnso.ad bldicatioas for Use Fona
 
UST-SS51
 
(K861S38)
 

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

Cliliial AppiiatioD 

Modes oroperation 

A B M PWD CWO Coler 
Doppler 

A.pIitade 
Doppler 

Color 
Velocity 
1ma&i~1 

C~.ed 

(.peclfy) 
Other 

(.pecify) 

OpttWaalc 

Fetal 

AbeI_i.al 

I.tnopentive (specify) 

I.trae,...tive Neurological 

Pediatric 

Small Organ (specify) N N SccBclow 

NeeDaml Cephalic 

Ad.lt CepUllc 

Cardiac 

TrallHlOphqeal 

Trallll'ectal 

TnDIVqiul 

Tnasurethral 

latn"ucular 

Periplleral Vucular 

Laparosapic 

M.......keleml 
Co..ntioaal 
MIIICU....keletal SuperfICial 

Otber: 

.N= new indication; P= preVIOUSly cleaMd by FDA; E= added under Appendix E 

Additional Comments: Mixed mode operation includes- BIM
 

Applications: Small Parfs. (breasts. tests, thyroid, etc.)
 

<PLEASE DO NOT WRITE BELOW nus LINE - CONTINUE ON ANomER PAGE IF NEEDED)
 
Concurrence ofCDRH. Office ofDevice Evaluation (ODE) 

. Prescription Use (per 2] CFR 80l.J09) 

--:------ ~ ~(Division Sign-Off) 
Division of Reproductive, Abdominal and 
Radiological DeVices} L cl 52 
510(k) Number '"'\ 0 ~ 3 :;;)5 ::l 



Aloka Co. Ltd. Model ProsoIIld Z 51O(K) 

Diagnostic Ultruound Indications Cor Use Form
 
UST-5711
 
(K861S38)
 

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

Clinical Application 

Modes or operation 

A B M PWD CWD Color A.plitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 

Imaging 

Optllalmlc 

Fetal 

Abdominal· 

Intraoperative (specify) 

Imraoperative Ne.rololJeal 

Pediatric: 

S.all Organ (specify) N N See BeLow 

NeoRatal Cepllalic: 

Adult Cephalic: 

CardilC 

TralllllOpha..1 

Tr••srectaJ 

Transvaclnal 

Transurethral 

Intravascular 

Peripheral Vascular N N See Below 

Laparoscoplc 

Maseuio-sUletai 
CODvlntlonai 
Musculo-tkeletal Superfic:ial 

Other: 

(Division Sign-O 
Division of Reproductive, Abdominal and 
Radiological Device~ =:: ~ 5 c{ 53 
510(k) Number ---.r..b:...:u.O...L!8.!..~~d=..;;;.....J---



Aloka Co. Ltd. Modd Prvsouad 1 510(K) 

Diagaostic UItnuoIIad Illdicatioas for Use Form
 
UST-582o-S
 
(K84OS4O)
 

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

Moda ofopentioll 

Cliaical AppliatioD A B M PWD CWD Coler AapIitade CeIer c..biMd Other 
Doppler Doppler Velocity (specify) (specify) 

IlUgiaa 

Optbalmic 

Fetal 

AbcIoaai••1 

Iatnlopentive (speeify) N N Sec: Below 

••traoperatiw N..rololical 

Pedi.tric 

S••II Orp. (Ipecify) N N Sec: Below 

Neoaatal C.alle 

Adliit CepIt.lie 

Cardiac 

TnlllelOpbapal 

TraDlrktal 

Tra.lYagiaal 

Traasuretltral 

IJlfravaseular 

Peri.....1Vue.lar 

Laplroscoplc 

MucilkHIleIetIIl 
Coavea6oul 
M.sc:......keletal Superficial 

~: 

. .
N= new indication; P= previously cJearcd by FDA; E= lidded under Appendix E 

Additional Comments: Mixed mode cmeration includes- 81M
 

Applications: Small Parts- (breasts, tesIS, thyroid, etc.)
 

<PLEASE 00 NOT WRITE BELOW nns LINE - CONTINUE ON ANOTHER PAGE IF NEEDED>
 
JlC1DTCIKle ofCDRH, Office ofDevice Evaluation (ODE)
 

Prescription Use (per 21 CFR 801.109)
 

(Division Sign

Division of Reproductive, Abdominal and
 
Radiological Devices,L 15eJ 54

510(k) Number r ,0~ ~o< ~__
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Aloka Co. Ltd. Model Proso..d 2 SlO(K) 

DiagDostic UltrasouDd IDdications for Use Form
 
UST·9111-5
 
(1(910153)
 

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

.Clinical Application 

Mod. ofoperation 

A B M PWD CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (spedfy) (specify) 

Imaling 

OptlialDlic 

Fetal 

Abdominal 

tatraoperatiYe (spedfy) N N SceBelow 

IntraoperatiYe Neurological 

PediJItrlc 

SOlan Organ (specify) 

Neonatal CcpuUc: N N SceBclow 

Adult Cepbalic 

Cardiac 

Tralliaophaleal 

Yra.snetal 

TransYaglaal 

Transurethral 

Intrayuc:ular 

Peripheral Vuc:alar 

Laparoscopic: 

Muc:a..keIetal 
COlIVentionat 
MUKulo-skeletal Superficial 

Othe.r: 

N= new indication; P= preViously cleared by FDA; E= added under AppendIX E 

Additional Comments: Mixed mode operation includes· 81M 

Applications: Intra-Operative-(Liver, pancreas, gall Bladder) 

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED> 
. Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (per 21 CFR 80 J. )09) 

(Division . n-Off) 
Division of Reproductive, Abdominal and 

55
Radiological Devices]~ '"' C '15 rJ 
510(k) Number _~ C 0 30<. .:L__ 



Alalia Co. Ltd. Model Prosouad Z 5UI(K) 

Diagnostic UttrasouDd IDdicatiODS for Use Form 
UST-9137 
(K9OO805) 

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

Clinical Application 

Modes ofoperatien 

A B M PWD CWO Color Amplit1lde Color. Combined Other 
Doppler Doppler Velocity (.pedfy) (specify) 

Imalllll 

Opthalmic 

Fetal N N Sec Below 

Abdominal N N Sec Below 

Intraoperative (.pecify) 

IntraoperatiYe Neurologiul 

Pediatric 

S..all 0"0 (specify) 

Neonatal Ceplaallc 

Adult Cepllalic 

Cardiac 

TranltlOphageal 

Tra.......1 

Transvagl.al 

Traniaretbral 

Intfavueular 

Peripheral Vucelar 

Lap8l'01Copic: 

MUlCullHkeIebIl 
Conventional 
MuscuJo.skeletal Superficial 

Other: Gy8ecOlolical N N Sec Below 

N= new indication; P= prevIously cleared by FDA; E~ added lDlder AppendIX E 

Additional Comments: Mixed mode operation includes- 81M 

(PLEASE 00 NOT WRITE BEillW JlDS LINE· CONTINUE ON ANomER PAGE IF NEEDED> 
Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (per 21 CFR 801.109) 

(Division Si -Off) 
Division of Reproductive, Abdominal and 
Radiological Devices ]' ~ ~ 5 rl 56Q 

5tO(k) Number .J:)D 0 -J :1._



Aloka Co. Ltd. Model Prosollnd 2 510(1{) . 

1.3.2 New Indications for Use: There are no new indications for use. 

1.3.3 Previously Cleared Indications for Use: 

The ProsoWld 2 diagnostic ultrasound system and its transducers are intended for use in diagnostic 
ultrasound examinations. These ultrasound applications and indications for use include: Gyneological, 
Fetal, Peripheral Vascular, Cardiac, Neonatal Cephalic, Small Parts, Intra-operative, Transrectal and 
Abdominal applications. 

The Prosound 2 has the same indications for use as its predicate - Aloka SSD-SOO (K910153) and other 
market cleared systems and transducers manufactured by Aloka. 

Promotional infonnation for the Prosound 2 is provided in Appendix D of this s~bmission. 
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