
Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)tz i 2 7

APR 12 2013
510(k) Summary of Safety and Effectiveness

Prepared in accordance with 21 CFR Part 807.92

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

Contact Person: Angela Van Arsdale, RA/QA Mngr.,
Tel: (203)269-5088 Ext. 346, Fax: 203-269-6075

Date Prepared: 7/10/12

2. Device Name: Prosound Alpha 7 Ver. 6.0 Diagnostic Ultrasound System
Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550 ,90 IN
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90 ITX
Ultrasonic Pulsed Echo Imaging System., 21 CFR 892.1560, 90 IYO

3. Substantially Equivalent devices: Aloka 550- Alpha 7 Diagnostic Ultrasound System K072285 for probes and
system. Aloka SSD-5500 (K(032875), Aloka Prosound F75 (KI 10207), and Atoka SSD-5000
(KO!12080) for expanded indications

4. Device Description: The Prosound Alpha 7 Ver. 6.0 Diagnostic Ultrasound System is a full] feature imaging and
analysis system. It consist of a mobile console that provides acquisition, processing and display
capability. 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
Fetal, Abdominal, Intra-operative, Intra-operative (Neuro), Laparoscopic, Pediatric, Neonatal
Cephalic, Trans-rectal & vaginal, Musculo-skeletal, Gynecological, Cardiac-(Adult, Neonatal,
Pediatric), TEE & Peripheral Vascular.
The device is not indicated for Ophthalmic applications.

6.Comparison w/ Predicate Device:
The Prosound Alpha 7 Ver. 6.0 is technically comparable and substantially equivalent to thle
current Atoka SSD- Alpha 7 -(K072285). It has the same technological characteristics,
key safety and effectiveness features, and has the same 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 conforms to 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 Hitachi Aloka Medical, Ltd. that the Prosound Alpha'
7 Ver. 6.0 Diagnostic Ultrasound System and its transducers are equivalent with respect to safety
and effectiveness to its predicate and other currently cleared Hitachi Aloka Medical systems.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

2O2<Food and Drug Administration

Document Control Center - W066-G609

Silver Spring, MD 20993-002

April 12, 2013

Hitachi Aloka Medical, Ltd. (Hitachi Aloka Medical AMERICA)
% Mr. Michael S. Ogunleye
5 1 0(k) Program Manager/Medical Lead Auditor
TUV Rheinland of North America
12 Commerce Road
NEWTOWN CT 06470

Re: K122537
Trade/Device Name: Prosound Alpha 7 Ver. 6.0 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and [TX
Dated: January 4, 2013
Received: March 13, 2Q13

Dear Mr. Ogunleye:

We have reviewed your Section 5 10(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 Prosound Alpha 7 Ver. 6.0 Diagnostic Ultrasound System, as described in your
premarket notification:

Transducer Model Number

UST-533 UST-534
UST-536 UJST-547
UST-567 UST-675
UST677P (L&T) UST-678 (C&L)
UST-984-5 ASU-1010
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ASU-1012 ASU-1013
UST-2265-2 UST-2266-5
UST-5045P-3.5 UST-5293-5
UST-5296 UST-5411
UST-5412 UST-5534T-7.5
UST-5536-7.5 UST-5543
UST-5548 UST-5550
UST-5712 UST-5713T
IJST-9101-7.5 UST-9104-5
UST-9115-5 UST-9118
UST-9120 UST-9128
UST-9130 UST-9132 IT
UST-9 133 UST-9135P
UST-9136U UST-9146 l/T
UST-52101 UST-52105
UST-52108 UST-52109
UJST-521 WOS UST-521 14P
UST-5211l9S UST-52 120S
UST-52121S UST-52124

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (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 2 1, Parts 800 to 895. 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 (2 1 CFR Part 801 ); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 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 (2 1 CFR Part 80 1), please
go to http://ww w.fda.gzov/AboutFDA/Ccnters~tfflces/CDRH/CDRHOflices/ucin II 5809.htrn for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
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CER Part 803), please go to
littp://%vwNw.fda~iov/N/edicalDevices/Saifetv,/Repoitairoblenhl/defaultltn for the CDRH's Office
of Surveillance and BiomnetricsfDivision of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure(s)



K122537

Indications for Use

5 1 0(k) Number (if known): K122537

Device Name: Prosound Alpha 7 Ver. 6.0 Diagnostic Ultrasound System

indications for Use:

The de-vice is intended for use by a qualified physician for ultrasotind evaluation of Fetal.
Abdominal. hitra-operative (Neuro). Laparoscopic. Pediatric. 'Neonatal C ephialic. Traits-
rectal & vaaxnal. Musculoskeletal. CT~ecoloaical. Cardiac (Adult. Neonatal. Pediatric).
TEE & Peripheral Vascular.

The dev-ice is not intended for ophithalmice applications.

Prescription Use __X__ AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (2 1 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

Page 1 of 50
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Ki122537
Hitachi Aloka Medical, Ltd. Prosound Alpha?7 Ver. 6.0 510(K)

1.3.1
DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0

Intended Use: Di~agnostic ultrasound imagine or fluid flow analysis of the human body as follows:
CI nical Application Mode of 0peration

G e e a S p e c i fi c B 3 M P W D C W D C o l o r C o m b i e O t h e r(Track I (Tracks I & 3) Dlolr, Secif) (Specify)
Only

OIphthalmic IOphlthalmic
Fetal P P P. P No!te i Note2
Abdominal P P P P Noei Noe
Intra-o erative S ei P P P P - NotelI
Intra-o erative euro , Burr Hole N N N NNote I
I nter-o erative La aroc ic-N N N N Note I
Pediatric N N N NNote I

Petal Imaging Small 0 an S eci )P P P P Note I Note 2& Other Neonatal Ce halic p P P P Note I Note 2
Adult Cc halic
Trans-rectal P P P P Note I
Trans-va inal P P P P NotelI
Trans-urethral
Trans-eso hi. non-Card.
Musculo-skeletal.(Conveni. P P P13ot Nt
Musculo-skeletal Su erfical)

Other, Specify)P NteI ot
Peihea aPnra Asular p p P P Note I Note 2

NCaneridic ation fo syse;P eiousl eare 1(0725 E R_ adeoApa7unepedxE

Combined: Notetri N: NBNteINot, 2/WMCBC W
Apliatos: Cn-prdaive (liernanras, Na blder) SmN Oran (beat teotee INit.e)

PrscitinUsserlCFSLI9

N~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~Pg 00 ofv 50iainfrytm - rviul lae 02,5 dddI~pa7udrpexE

Comine: Nte : BK BPWD NYD, /C42W
Applcatons -l tra pcmtve-(li erparcici , g ll lad er, ...) S m ll rga -( reas tetes th roi ...



K122 537
Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UJST-533

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the hunman hody as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combi!nedl Other
(Track I (Tracks I & 3) Doppler (Specify) (pecify)

Only) II
Ophthalmic 0 Ohthalmic

Trnectal
TAns-vainal

Musculo-sera (Ceuov)urHl

__________ ter:o Gcoogive aacali

Cardiac ~CdiacearicTE

Cte ~arda NenaaliTE
CArdiac, ediatic
Casrdicetal

ITran-ardiac o-Cad.
Other -selta (Specent)

Peripheal Pen era l su ial
Vesel Other: (S ecoloi) a

Combined:dia Notetal TEEM /PD /DBCIW

Applcatins:-Intra-mlved(ivpanccsgllbadr

(PLEASE DO NOT WRITE BELOW TIS LINE- CONTINUE ON ANOTHER PAGE IF NEEIDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Page 003 of 50
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K122537

Hitachi aoki Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM.

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-534

Intended Use: Diagnostic ultrasound imag ing or fluid flow analysis of the human hody as follows:
Clinical Applicatioa Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tricks I & 3) Doppler (Specify) (Specify)
Oni I)

Ophthalmic IOphthalmic
Fetal
Abdominal
Intra-operative (Specify) E E E E Note I
Intra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cep halic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Curd.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other : Gynecological

-Catrdiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify)
N = new indication for system; E = added to Alpha 7 under Appendix E,

Combined: Note 1: BIM, B/PWD, M/CD, B/CDIPWD
Applications:- Jntra-openowic- (liver, pancreas, gall bladder,.)

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTNUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Page 004 of 50
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K122537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-536

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application -Mode of 0peration

F General C Specific B M PWD CWI3 Color Combined Other
(Track (Trak D ) -- foppier (Specify) (Specify)
Only )

LOphthalmic 0 Ohthalmic
Fetal

Abdominal
lntra-o erative (Specify E E E B Note I
Jntra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic,
Pediatric

Fetal Imaging Small Organ (Specify) E E E E Note I
&Other KNeonatal Cephalic

rAdult 

Ce 
phalicTrans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeleral (Superfical)

____________Other: Gynecological

Cardiac Adult
Cadac, Ault, TEE

Cardiac ICardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
In! ra-card iac

____________Other (Specify)
Peripheral Peripheral vascular E Note I

Vessel jOther (Specify) -
N = new indication for system; E = added to Alpha 7 under Appendix E,
Combined: Note 1: B/M. BiPWD, M/CD, B/CDIPWD
Applications:- Inti-operative- (liver, pancreas, gall bladder....), Snmall Organ- (breast, testes, thyroid....

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

Prescription Use (Per 21 CFR 80 1. 109)

Page 005 of 50



K 122537
Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Vet. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha ? Vet. 6.0
Transducer: IJST-547

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of Operation

General S pecific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Dopp ler (Specify) (Specify)

Only) III
Ophthalmic 0 Ohthalmic

I __Fetal
Abdominal

lntra-o eEtv ei' E E Note I
Inta-oeraiv (Nuro, urr Hole

Inter-operative, Laparoscopic
Pediatric

Petal Imaging Small Organ (Specify) E E F E Note I
& Other Neonatal Cephalic E E E E Note I

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Curd.)
Musculo-skeletal (Convent.)
Musculo-skelecal (Sup efcal)
Other : Gynecological
Cardiac Adult

Cardiac Cardiac Adult, TEE
Cadic Cardia c Pediatric, TEE

Cardiac NeonatalEE
Cardiac, Pediatric i
Cardiac, Neonatal

- ntra-cardiac
Other (Spc

Vesl Other (Specify)

N =new indication for system; E.= added to Alpha 7 under Appendix E,

Combined: Note 1: B/NI, BIP WD, NI/CD, B/CD/PWD
Applications:- Itrra-operive- (liver, pancreas, gall bladder, Small Organ- (breast, testes, dltyroid....)

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

Prescription Use (Per 21 CFll 801.109)

Page 006 of 50

46 9



Ki122537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(X)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-567

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)
Onily)II

Ophthalmic Ophthalmic
Fetal
Abdominal

Inn-operai (Specify
1nr-oe, tv MT.ro) BuPrr Hole

n~Inter-operative, Lapamoscopic
Pediatric

Fetal Imaging Small Organ (Specify) E E E E Note I
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.) E E F E Note I
Musculo-skeletal (Superfical)

____________Other: Gynecological
Cardiac Adult

~Cardiac Cardiac Adult, TEE
Cardiac Cardiac Pediatric, TEE

Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular E E E B Note 1

Vessel Other (Specify)
N = new, indication for system; E =added to Alpha 7 under Appendix E,

Combined: Note 1: BIM, B/PWD, MICD, B/CD/PWD
Applications:- Sm~all Organ- (breast, testes, thyroid....)

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

Prescription Use (Per 21 CFR 80 1. 109)

Page 007 of 50
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K<122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Vet. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-675

Intended Use: Dianonstle ultrasound imang in or fluid filw anralysis of the human body as follows:
Clinical A AeainMode of 0 erationGeneral Specific B M PW C D Color Combined Other(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Out )
Ophthalmic 0 hitalmic

Fetal
Abdominal
Intra-o erative (S ecify)
Intra-o erative euro), Burr Hole
Inter-o erativeLa arosco ic
Pediatric

Fetal Imaging Small Or an (S cci
& Other Neonatal Ce balic

Adult Ce balkc
Trans-rectal P P P P Note I

Trn-a Ia P P P P Note I

Trn-s .(non-Card.)
[Musculo-skleral (Convent.)
Musculo-skeletal (Superfical
Other : Gynecological

Itardiacdl

Perieal Penia herdaclarE

Vesl Other (Specify)

N = new indication for system; P-- Previously cleared 1C072285
Combined: Note 1: B/IA, B1fPWD, NI/CD. BICDIPWD

(PLEASE DO NOT WRITE BELOW THIS LNE- CONT[NUE ON ANOTHER PAGE IF NEEDED)
Concurnrence of CDRH-, Office of Device Evaluation (ODE)

Prescription Use (Per 2l CFR 801.109)

Page 008 of 50
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K122 537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST677P (L&T)

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only I)
Ophthalmic IOphthalmic

Fetal
Abdominal
Intra-o erative (Specify)
lntra-o erative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Or an (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal E E E E Note I
Trans;-vaginal
Trans-urethral
Trans-esopli. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skelelal (Superfical)

___________Other;: Gynecological

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
lntra-cardiac

____________Other (specify)
Peripheral Prperal vascular

Vessel Other (Specify)
N = new indication for system; E = added to Alpha 7 under Appendix E,

Combined: Note I: BIM, B/PWD, M/CD, B/CDIPWD
Applications:- Unra-operative- (liver, pancreas, gall bladder-..

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

Prescription Use (Per 21 CFR 80 1.109)

Page 009 of 50
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K122 537

Hitachi Aloka Medical, Ltd. Prosound Alpha?7 Ver. 6.0 510(K)

DIAGNOSTIC ULITRASOUND) INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-678 (C&L)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify') (Specify)

Only) II
Ophthalmic Ophthalmic

Fecal
Abdominal
Intra-opirative (Specify)
lntra-operative (1>euro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal E E E E Note I
Trans-vaginal
Tranis-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent-)
Musculo-skeletal (Superfical)
Othe r: Gynecological
Cardiac Adult
Cardiac Adult TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
In Ira-card iac

Periph____ Other (Speci f)
Peihrl Peihrlyvacular

Vessel Ot er Seity)
N = new indication for system; E = ddcd to Alp ha 7 under Appendix E,

Combined: Note 1: BAA. B/PWD, tA/CD, B/CD/PWD
Applications:- Intra-uperative- (liver, pancreas, gall bladder,.)

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOT14ER PAGE IF NEEDED)
Concurrence of CDRII. Office oCDevice Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Page 010 of 50
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Ki122537

Hitachi Aloka Medical, Ltd. forosound Alpha 7 I/er. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-984-5

Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human hody as follows:
Clinical A lication Mode of 0 eration

General Specific B M PWD CWD Color Combined Othe
(Track I (Tracks I & 3) Doppler (pcfy) (Specify

0 hthalmic Ophthalmic
Petal E E E E Note I
Abdominal
lntrat-o erative (S ecif') Hl
lIntr- erie Nuro) Bur Le

Pediati
Fetal Imaging Small Or an (S cci

&Other Neonatal Ce halic
Adlne haic

Trawns-rectal
Trans-va inal E E E E Note I
Trans-urethral
Trans-eso h. (nonCr.
Musculo-skeletaI (Convent.)
Musculo-skelertal (Superfical)
Other: Gynecological E E E Note I
Cardiac Adult
Cardiac Adult, TE

Cardiac Cardiac Pediatric,TE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

Other (Specifv')

N = newv indication for system; E = added to Alpha 7 under Appendix E,
Combined: Note 1: R/M, B/PWID, M/CD, B/CDIPWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED1
Concurrene of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CPR 801.109)

Page 011 of 5O
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K122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: ASU-1010

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical A liention Mode of 0 eration

General Specific B M PWD CWD Color Combined Otier
'(Track 1 (Tracks I & 3) Doppler (Specify) (Speciy

Only)
0 hthalmic Ohhli

Fetal P P P P Note,
Abdominal P P P P Nt
Intra-o erative (S eci )
Intrat-nerative (Neuro), Burr Hole
Inter-operative, Laparosco ic
Pediatric

Petal Imaging Small Organ (Speci
& Other Noaa eb~

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethiral
Trans-esoph. (non-Card.)
Mus'cu,1-skeetal (Convent.)

Musclo-seetal (Su erfical)
Other: Gynecological p p P P Note I
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
lntra-c ariac

___________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify)
N = new indication for system; P-- Previously cleared K(072285,

Combined: Note 1: B/M, B/PWD, M/CD, B/CFJIPWD

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

Prescription Use (Per 21 CER 80 1. 109)

Page 012 of5 O
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K 122537
Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha?7 Ver. 6.0
Transducer: ASU- I1012

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combined Other

OI )I

Ophthalmic Ophthalmic

etaF £ £ Noe
AboIna

FealIa engSal Or an E ecite

TAns-vaminal E F FFNt

j TraMucuckslta 

(Su 

DoprrfS 

ecfcaSpciy

Cada Adlt TE

Cari, Nnatl

Intraarda

Periperal al ra _vasua
Prescriptione Us (PrI CF 8011I9

Pae03 f5
Pediatr3 t36'



Ki122537
Hitachi Aloka Medical, Ltd. Prosound Aipha 7 Vet. 6.0 510(K<)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: ASUJ-1013

Intended Use: Dingnostic ultrasound iaing or fluid flow analysis of the human hody as follows:
Clinical Armlication Mode of 0 erationGeneral Specific B M PWD CWD Color Combined Other(Track I (Tracks I & 3) Doppler (Specify) (specify)

On] )
Ophthalmic Ophthalmic

Fetal
Abdominal
lntra-operative (Specify)
lntra-o erative (Neuro , Burr Hole
Inter-ocerative, La arosco ic
Pediatric

Fetal Imaging Small Or an S eci E E E E Note I
& Other Neonatal Ce halic

Adult Ce htalic
Trans-rectal
Trans-va inal
Trans-urethral
TranS-eso hk (nn-ad.
Musculo-skeletal Convent.) E E E E Note I
Musculo-skeletal (Si, erfical)
Other: Gynecological

Cardiac Cardiac Pediatric, TEE

Cardiac, Pediatric

Other (Specifv)
Peripheral Pen erlvsua E E E E ot

Vessl Oher(Spcity)
N new indicntion for system; ,,E=added to Alpha 7 under Appendix E
Combined: Note!1: B/Is. B/PWD, M/CD, B/CD/PWD
Applications:- Small Organ- (breast, testes, thyroid....

(PLEASE DONOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concunrence of CORPl, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Page 014 of 50
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Ki122537

Hitachi Atokca Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-2265-2

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General. Specific B M PWD CWD Color, Combined Oter
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only) III
Ophthalmic IOphthalmic

Fetal
Abdominal

& Other Neo atal e Cepac i

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other : Gynecological
Cardiac Adult E
Caa Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
lntra-cardiac

____________Other (Specify')
Peripheral Peripheral vascular

Vessel Other (Specify)
N - new indication for system; E = added to Alpha 7 under Appendix E,

Combined: Note 1: B/M, B/PWD, MICD, B/CD/PWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTH4ER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Page 015 of 50



K122 537

Hitachi Atoka Medical, Ltd. Prosound A lpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 i/er. 6.0
Transducer: UST-2266-5

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combined Ohr
(Track I (Tracks I & 3) Doppler (specify) (Specify)
Only)' _______________

Ophthalmic Ophthalmic
Fetal

bdomina

Petal Imaging Small Organt (Seif&)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trarn-escph. (non-Card.)
Musculo-skeletal (Convent)
Musculo-skeletal (Superfical)
Other: Gynecological
Cardiac Adult E
Cardiac Adult TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac
Other (Specify)

Peripheral Penipheral vascular ;4HE
Vessel Lother _(Specify)

N= new indication for system; E =added to Alpha 7 under Appendix E,

Combined: Note 1: BIM, BIWD, M/CD, B/CDIPWD

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

Prescription Use (Per 2l CFR 801109)

Page 016 of 50
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K122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5045P-3.5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
__________Clinical Application Mode of 0peration

Only
Fea

Genera nrlopraiv SpecifilV)W CD Clr CM5,) te

Pediatri
FeTa Ign Smal ra k S &e )Dppciecf) (Seiy

Othermi NeontalmCaic
Adut Cpali

______Abd__ othr:Gneclcl E E

CardiacPitric

Fetal_____ Othen Sal r (p (Siecify

Vese Other Neoatlpet li)

Cocurec o CRIOfic o evceEvlaton(OE
Prescription Use(on-CCFRrd.)09
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K122 537

Hitachi Aloka Medical, Ltd. I'rosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5293-5

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Appliention Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (specify) (Specify)

Ophthalmic IOphthalmic
Fetal
Abdominal
lntra - 6wraiv (p...ieAA
Intraoprav (NuoBr oe
lnter-,prtvLprsoi

Pediatric
Fetal Imaging Small Organ (Specify)

Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-sketetal (Convent,)
Musculo-skeletal (Superfical)

___________Other: Gynecological

Cadac Adult
Cardiac Adult, TEE N N N N Note I Note 2

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE

Cadiac, Pedatic
Cardiac, Neonatal 
Intra-cardiac
Other (Specif')

Peripheral Peripheral vascular
Vessel Other (Specify)

N = new iodication for system; P-- Previously clcared-1C032875

Combined: Note 1: BIM, B/PWD,?M/CD, B/CO/PWD - Note 2: BIC'ND, B3/CDICWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUJE ON ANOTHER PAGE IF NEEDED)
Concurrnce of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CPR 801.109)

Page 018 of 50
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K 122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Vet-. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ve-. 6.0
Transducer: UJST-5296

Intended Use: Diagnostic ultrasound imagin2 or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0peration

General Specific H M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only) III
Ophthalmic IOphthalmic

Fetal
Abdominal
Intra-cperative (Specify')
Intra-0eertive (Neuro). Burr Hole
Inter-operative, Laparoscopic
Pediatric-

Fetal Imaging Small Orga (Specify)
& Other Neonatal Cehalic

LTrans-rethal

Trans-esoph. (non-Card)
Musculo-skeletal (Convent.)
Musculo-sceletal (Superfical)
Other: Gynecological

Cardia Adult
Cardiac Ault, TEE

Cardiac ICardiac Pediatric, TEE
Cardiac Neonatal, TE
Cardiac, Pediatric
Cardiac, Neonatal N N N. N oeINote 2
Iritra-ada

____________Other (Specif')
Peripheral Peiphrlvscular

Vese Ot er ( fpit)jJ
N- new indication for system; P- Previously cleared K072285,

Combined: Note 1: B/A, B/PWD, MICE), BICD/P WD ,Note 2: A,'CWD, RICE)ICWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Conciuence of CDRN, Office of Device Evaluation (ODE)

Prescription Use (Peril CFR 801.109)

Page 019 of 50
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K122537
Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5411

Intended Use: Diagnosti ultrsund imagini or fluid flow analysis Of the human hody as follows:
Clinical An lication Mode of 0 ertio

General Specific B M PWD CWVD Color Cobined Other(Track I (Tracks I & 3) Doppler (Specify) (Specify)
On[ )I

Ophthalmic Ophthalmic
Fetal
Abdominal
lntra-operative (S eci)
lntra-o erative euro), Bur Hole
Inter-o erative, La arosco ic
Pediatric

Fetal Imaging Small Or an (S eci ')E E E E Note I
& Other Neonatal Ce italic

Adult Ce halic
Trans-rectal
Trans-va ina[
Trans-urethral
Trans-eso ht. (non-Card.)
Musculo-skeletal (Convent.) E E E E Note I
Musculo-skeletal (Superfical)
Other : Gynecological

Itardiac utT

Combined:dia NoeeonatalPW, /C, B/CE PW

Precritio Us (Perr 21 CR 80.109

h~~~~~~Pg 02 ofde 50Apn7ude pedxE

Comine: ote1: /M BIWDM/D, IC60W



Ki122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-54 12

Intended Use: Diagnostic ultrasound imaging or -fluid flow analysis of the human hody as follows:
Clinical A liainMode of 0 rtoGeneral specific B M PWD CWD Coo obined Other(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Gal )
Ophthalmic Ophthalmic

Fetal
Abdominal
Intra-operative (S ecily)
lntra-o rative euro), Burr Hole
Intcr-o erative, La arosco ic
Pediatric

Fetal Imaging Small Or aa S eci P P P P Note INote 2& Other Neonatal Ce halic
Adult Ce halic
Trans-rectal

Trans-esoph. (non-Card)
Musculo-skeletal Convent. P P P P Note I Note 2
Musculo-skeletal (Su erfical
Other: Gynecological

Cwnt CracrdiarcE

Other (Specify)
Peihrl Pn ea aclar P P P P Note I Note 2Vessel Other (Spc~

P= Previously cleared K(072285,

Combined: Note 1: BIM, R/PWD, MICD, B/CDIPWD
Applications:- Small Organ- (breast, testes, thyroid .... ).

(PLEASE DO NOT WRITE BELOW THIS INE- CONTINUE ON ANOTHR PAGE IF NEEDED
Concurrence of CDRI{, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Page 021 of 50
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K1 225 37

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System; Prosound Alpha 7 Ver. 6.0
Transducer: UST-5534T-7.5

Intended Use: Diagnostic ultrasound hiagina or fluid flow analis of the human hody as fol lows:
Clinical Aeplication -- -Mode of' 0Oration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only) )
Ophthalmic IOphthalmic

Fetal
Abdominal
lntra-o erative (S ec ) E E E E Note I
Intra-operative (er), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Speci) E E E E Note I
&Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal 

J

Trans-urethral
Trans-eso Ii. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)

Cardiac Cardiac Pediatric, TEE

Cardiac Neonatal, E

Intra-cardiac
____________Other (Specify)

Peripheral Peripheral vascular E E E E Note I
Vesse Other (Specify)

E = added to Alpha 7 under Appendix E,

Combined: Note 1: B/14, B/PWR, M/CD, B/1CD/PWD
Applications:- fina-operative- (liver, pancreas, gall bladder,..), Small Organ- (breast, testes, thyroid....)

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

Prescription Use (Per 21 CFR 80 1.109)

Page 022 of 50
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K122 537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5536-7.5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0Oration

Fee
General raoprav SpecifcBMr)CW oo omie te

PeTa k Ign Smal ra k 3ce)Dope (sciy (Scf)

Adultlmi C0ha
Taectal
TAns-dainal

ntrasurtrala

Tra 
nseoh 

n nCr.

CaMria Aut, TEE

Crionatal ECardiacPitric

Cardic Neonatal pai

Peripheral Pt hrhal aca

CocureceofCDHOfic o Dvie vauaioT(DE

Prescriptionta UseCPonvCenOt)09

Musculo-skcPage 023 of 50a
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K1 22537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5543

Iatended Use: Diag nostic ultrasound imag ing or fluid flow analysis of the human hody as follows:
Clinical Applicatioa Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Dop pler (specify) (Specify)

Only)' ______________

Ophthalmic Ophthalmic
Fetal

Adminal
Intra-operative (Specify)
Intra-operative (Neuro), Burr Hole
Inter-oprative, Laparoscopic
Peudc

Fetal Imaging Small Organ (Specify) E E E E Note I
& Other Neonatal Cephalic

AutCephalic

- Musculo-skeletal (Convent.) E E EB ot

Other;: Gynecological
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiaic

____________Other (Specify)
Peripheral Peripheral vascular E E E E Note I

Vessel IOther (Specify)
E = added to Alpha 7 under Appendix E,

Combined: Note 1: BIM, B/PWD, NI/CD, B/C DIP WD
Applications:- Small Organ- (breast, testes, thyroid ....I

(PLEASE DO NOT WRITE BELOW THIS LINE- CONT[NUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRN, Office of Device Evaluation (ODE)

prescription Use (Per 21 CER 801.109)

Page 024 of 50
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K122 537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5548

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows;
_________Clinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other
(Track!I (Tracks 1& 3) Doppler (specify) (Specify)

Only)
O0phthalmic Ophthalmic

Fetal
Abdominal
Intra-operative (Specify)
Intra-ciperative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) E E E E Note 11
& Other Neonatal Cephalic

Adult Cephalic
Trans -rec tal
Trans-Vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical) _______

-Other : Gynecological ____

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE _____________

Cardiac. Pediatric
Cardiac, Neonatal
Intra-cardiac

Peripheral Perihera aSpcu)lar kB E E E f Note I
Vessel Other(Spei~' 1 J

E -added to Alpha 7 under Appendix E,

Combined: Note 1: HIM, B/PW/D, tA/CD, B/CDIPWD
Applications:- Small Organ- (breast, testes, thyroid,....I

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED~
Concurrence of CORE!, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Page 025 of 50
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K1 22537

Hitachi Aloka Medical, Ltd. Prasound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-5550

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application mode Of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)
Only )

Ophthalmic IOphthalmic
Feta
Abdominal
Intraoperative (Specify')

ntra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic N N N N Note I
Pediatric

Fetal Imaging Small Organ (Specify)
&Other kNeonatal Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other : Gynecological

ICardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify')
N -new indication Car systemn;

Combined: Note 1: BIM, BIPWD, MI/CD, B/CDIPWD
Applications:- Small Organ- (breaist, testes, thyroid....

(PLEASE DO NOT WRITE BELOW THIS LINE- GONT[NUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, office of Device Evaluation (ODE)

Prescription Use (Per 21t CFR 801.109)

Page 026 of 50
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K122 537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alphia 7 Ver. 6.0
Transducer; UST-57 12

Intended Use: Dingnostic ultrasound imag ing or fluid flow analysis of the human body as follows:
__________Clna Application Modeof 0 eaion

General Specific B M PWD CWD Color Combined Other
(Track I (Trucks I & 3) Doppler (Specify) (Specify)

Only)
Ophthalmic Ophthalmic

Fetal
Abdominal
Intra-operative (Specify)
Intrat-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) E E E ENt
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.). E E EENoe1
Musculo-skeletal (Superfical)

____________Other :Gynecological ______

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

__________I Other (Specify)
Peripheral Peripheral vascularE 4E 4E E Note I

Vessel Other (Specify)

E = added to Alpha 7 under Appendix E.

Combined: Note 1: B/M, BIPWD, M/CD, BICIJIPWD
Applications:- Small Organ- (breast, testes, thyroid.... ).

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

Prescription Use (Per 21 CER 801.109)

Page 027 of 50
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K1 22537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510O(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-57 13T

Intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
__________Clinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other
(Track 1 (Tracks I & 3) Doppler (specify) (Specify)

Only) III
Ophthalmic IOphthalmic

Fetal
Abdominal
Intra-operative (Specify) E E E E NoteI
Intra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging NSmall Organ (Specify) E E E B Note I
&Other Neonatal Cephalic

Adult Cephalic
Trants-rectal
Traits-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other : Gynecological

Cardi~ac Adt
Cardiac Adul, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
lntra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular E E E E Note I
Vessel Other (Specify)

E = added to Alpha 7 under Appendix E,

Combined: Note 1: RIM, B/PWD, MICO, B/CDIPWD
Applications:- Intra-operative- (liver, pancreas, gall bladder, Small Organ- (breast, testes, thyroid..,..

(PLEASE DO NOT WRITE BELOW TIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Off-ce of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 1. 109)

Page 028 of 50
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KI122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 'Icr. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 'Icr. 6.0
Transducer: IJST-9 10 1-7.5

Intended Use: Dingnostic ultrasound iaing or fluid flowe analysis of the human body as follows:
Clinical Application Mode of 0Oration

General Specific H M PWD CWD I Color Combined other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

FFetala
Abdominal P P PPNte

I' Intra-operative(er) Burr Hole
Inter-operative, TLaparoscopic
Pediatric N N N N Note I

Fetal Imaging Small VOrgan (Specify)
& Other Neonatal Cephalic

Adult Cc halic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other: Gynecologicl f -
Cadac Adult
Cardiac Ault, TEE

Cardiac ICardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify)
N = new indication for system; P=-Previously cleared K(072285, E =.added to Alpha 7 under Appendix E,

Combined: Note 1: R/M, B/PWD, M/CD, BICDIPWD
Applica tions:- ntam-operative- (liver, pancreas, gall bladder, Small Organ- (breat, testes, thyroid....)

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

Prescription Use (Per 21 CFR 80!1 109)
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Ki122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-9104-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
_________Clinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only)
Ophthalmic Ophthalmic

Fetal
Abdominal
Innr-operative (Specify) E E E ENt
Intra-operative (Neurn), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) E E- E E__Note__I
& Other Neonatal Cephalic E E E E___ Note______I

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Muscuto-skeletal (Convent.)
Musculo-skeletal (Superfical)

___________Other: Gynecological

Cardiac Adult
Cardiac Adult TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric ________

Cardiac, Neonatal
Intra-cardiac

____________Other (Specify) ____________

Peripheral Peripheral vascula
Vessel Other (Specify)

E - added to Alpha 7 under Appendix E,

Combined: Note 1: BRM, BJPWD, M/CD, B/CD/PWVD
Applications:- lnrtr-operative- (liver, pancreas, gall bladder,.)

(PLEASE DO NOT WRITE BELOW TIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDEDM
Concurrence of CDRI-, office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Page 030 of 50
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Ki122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Var. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer; UST-9 115-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
_________Clinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other

(TakI (Tracks I & 3) Doppler (Specify) (specify)
Only

Ophthalmic Ophthalmic
Fetal

*Abdominal E E E Note I
Intra-operative (Specify)
tnt-a-op erative (Neuro), Bum Hole
Inter-operative, Laparoscopic
Pediatric, Abdominal

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Tras-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletai (Superfical)
Other : Gynecological E E E E NoteI
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac NeonatalTEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

__________Other (Specify')

Peripheral Peripheral vascular
Vessel Other (Specify')

N =new indication for system;

Combined: Note 1: BINt, B/PWD, Nt/CD, BICD/PWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)
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K122537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 i/er. 6.0
Transducer;, UST-91 18

Intended Use: Dingnostic ultrasound laing or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0peration

General Specific B M PD CWD Color Combined Other
(Track I (Tracks I & 3) WDDoppler (Specify) (Specify)

Ophthalmic 0 Ohthalmic
Fetal P P P P Note I
Abdominal

Intra-o erative (S ecify
Intra-o erative (Newt-), Burr Hole
Inter-o erative, La aroscopic
Pediatric

Petal Imaging Small Or an (Specify
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal P P P P Note I
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Supei-fical)
Other: Gynecological P P P - P Note I
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac NonaaE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Pn ea!vsular

Vessel Ote(Seiy

P= Previously cleared K072285,

Combined: Note 1: BIM, BIPWD, M/CD, BICD/PWD
Applications:- Intra-oiperartive- (liver, pancreas, gall bladder.) Small Organ- (breast, testes, thyroid... .

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office oflDevice Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)
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K1 22537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System; Prosound Alpha 7 Ver. 6.0
Transducer: UST-9 120

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combine Other
(Tac I (Tracks I & 3) floppier (Specify (specify)

Only)
Ophthalmic IOphthalmic

Fetal

Abdominal
Intra-operative (Specify) P P P P Note I
atra-operative (Neuro), Bun- Hole

Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic P P P P Note I

Adult Cephalic
Trans-rectal
Trans-vagiaal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other: Gynecological
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
lhtra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify)
P= Previously cleared K(072285,

Combined: Note 1: B/id, B/PWD, M/CD, BICD/PWD
Applications:- Intra-operacive- (liver, pancreas, gall bladder.

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORK-? Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFll 80 1.109)
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K1 22537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer UST-9 128

Intended Use: Diagnostic ultrasound imag in or fluid flow analysis of the human body as follows:
Clinical A liainMode of 0 3erationGeneral Specific B M PWD CWDI Coo0 Cmind Ote(Track I (Tracks I & 3) oplr Secf) (Speciy

OulIDope (Seiy (sei)

Ophthalmic 0 hthalmic
Fetal
Abdominal E E E E NoteI
1mmr-a erative (S eel
farma-a erative (euro), Burr Hole
Inter-a crative, La arosco ic
Pediatric, Abdominal

Fetal Imaging Small Or an (S eci
& Othe r Neonatal Cephalic

Adult Ce halic
Trans-rectal
Trans-va ina[
Trans-urethral
Trans-eso hi. (non-Curd.
Muscujo-skcletal (Convent,
Musculo-skeletal Su erfical

___________Other: Gynecological

Cardiac Cardiac Pediatric, TEE

Intra-cardiac
Other (Specify)

Peripheral Peripheral vascular
Vessel VOther (Spcify)-

N = new indication for system;

Combined: Note 1: BA4, B/PWD. MCD, SI/CDIPWD

CPLEASE DO0 NOT WRITE BELOW THIS LINE- CONTINUJE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)
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K1 22537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-9 130

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0 oration_

General Specific B M PWD CWD Color Combined Other
(Track 1 (TracsI&3 Doppler (Specify) (Specify)

Only )
0phthalmic IOphthalmic

Fetal P P P p Note I Note 2
Abdominal P P P P Note I Note 2
Intra-o erative (S eci
lntra-o, erative euro), Burr Hole
Inter-a erative, La arosco ic
Pediatric

Petal Imaging Small Or an (S ecify)
& Other Neonatal Ce halie

AdultC halic
Tans-rctcal

Trans-va inal
Trans-urethral
Trans-eso h. non-Card.)
Musculo-skeletal (Convent)
Musculo-skeletal (Superfical)
Other: Gynecological P P PpNote I Note 2
Cardiac Adult
Cardiac Adult TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac
Other (Specify)

Peripheral Peripheral vascular
Vessel Other (Specif )

P= Previously cleared 1(072285

Combined: Note 1: BIts, BIPWD, MICO, B/CDIPWD

(PLEASE DO NOT WRITE BELOW THI S LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Proscription Use (Per 21I CER 801.109)
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K(122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-9132 IT

Intended Use: Dingnostic uitrasound imaging or fluid flow analysis of the human hody us follows:
_________Clinical Application Mode of 0Oration
General Specific B M PWD CWD Color Combined Other
(Track I (TracsI&3 Doppler (Specify) (Specify)

Only)
Ophthalmic Ophthalmic

Petal

Abdominal
Intra-operative (Specify) E E E E NoteI
Intra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify) E E E E Note I
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skcletal (Convent.)
Musculo-skeletal (Superlical)

____________Other: Gynecological

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE

Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

__________I Other (Specify')

- eihlPeripheral vascular E E E E Note I
Vessel Other IpeciI

E = added to Alphia 7 under Appendix E,

Combined: Note 1: BIM, BIPWD, MICD, B/CD/PWD
Applications:- Inlra-operative- (liver, pancreas, gall bladder,..), Small Organ- (breast, testes, thyroid... .

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

Prescription Use (Per 21 CER 80 1. 109)
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K 122537
Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-9133

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical A lication Mode of 0 eration

General Specific B M PWD C"D Color Combined Other
(Track I (Tracks I & 3) Doppler (Spify (Specify)

Only
Ophthalmic Ophthalmic

Fetal
Abdominal E E E E etc I
frnra-operative (Specifr E E E E Note I
Intra-openative (Neurol, Burr Hole

Ine-opertive, Laparoscoi
Pediatrc

Fetal Imaging Small Organ (Specify
& Other Neonatal Cephalic

Adult Ce halic
Trans-rectal

Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
M usclo-skeletal (S pe ,ial)

________ ther: Gynecological

Cardiac Adult

Cardiac Cardiac Adult, TEE
Cardiac Cardiac pediatric, TEE

Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intrat-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

V essel Other (Specify)
E = added to Alpha 7 under Appendix E,

Combined: Note 1: B/M, B/PWD, MICD, B/CDIpWD
Applications:- Innm-operative- (liver, pancreas, gall bladder,.)

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

Prescription Use (Per 21 CFR 801.109)
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K1 22537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-91I35P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical A iainMode of 0peration

General Specific B M PWD CWD Color Combined other
(Track I (Tracks I & 3) Doppler (specify) (Specify)

Only) III
Ophthalmic IOphthalmic

Fetal E E E E NotelI
Abdominal E E E E NoteI
Intra-operative (Specify)
Inzra-operative (Neuro), Burr Hlole
Inte r-operati ve, Laparoscopic
Pedi atric

Fetal Imaging Small! Organ (Specify)
& Other Neonatal Cephalic

Adult Ce halic

Othe :vgynecloia

CamrdcNetal, E

Cara, Nueonaal
nTrancsda

_________ thaeroh Specify)d.
Peripheal Pen elalronen.

Vesl Other: (Specy) a E E E ot

E aded t Alparuderc Apdix E,

Corn ~ ~ aria NieonoeateM,8PWMCD /C/W

Presciptio Usephra vPascuFRlar.0

setPag 038e (Spei50
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K122 537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(k)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-91 36U

Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0peration

General specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

On!y
Ophthalmic IOphthalmic

Fetal E E B Note!I
Abdominal E E E oe
Intra-operative(Sei)
Intra-operative (Nuo) urr Hole
Inter-operative, Laparoscopic
Pedigatric

Fetal Imaging Small Organ (Specify) E E E E Note I
&Other Neonatal Cephalic

Adult Ce phalic
Trans-retal
Trans-vaginal
Trans-urethral
Trans-eso is. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Oilier: Gynecological E E E Note!I
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac
Other (Specify)

Periperal Pen eral vascular
Vessl Oher(specify

E added to Alpha 7 under Appendix E,

Combined: Note]1: R/M, B/PWD, M/CD, R/CD/PWD

(PLEASE DO NOT WRITE BELOW THItS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801 109)
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K12 2537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Aloha 7 Ver. 6.0
Transducer: UST-9146 l/T

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human body as follows:
_________Clinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only) II
Ophthalmic Ophthalmic

Fetal

Abdominal
Intra-operative (Specify) E E E E Note I
Intra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic

Fetal Imaging Small Ogn(pecify)I I I II
&Other Neontal Cephalic

Ault CepalC
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)
Other: Gynecological
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

Peripheral Peripheral vascular
Vessel Other (Specify)

E = added to Alpha 7 under Appendix E,

Combined: Note 1: 13/M. BIPWD, MICD, B/CD/PWD
Applications:- Intra-operative- (liver, panrteas, gall bladder.)

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR-I Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Page 040 of 50
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K(122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UIST-52 10!

Intended Use: Diag nostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0Oration

General specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (specify) (Specify)

Only I)
Ophthalmic IOphthalmic

Fetal
Abdominal
Intra-operative (Sci~l)
Intra-operative (Neuro), Burr Hole
Inter-opeaie aaronc-pi
Pediatric 

(So

Fetal Imaging Small Organ (Speci&)
& Other Neonatal Cehalic

Adult Ce phalic
Tranm-recta!
Trans-vaginal-
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)

____________Other : Gynecological
Cardiac Adult P P PP Note I Note 2

CariacAdltTE

Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular
Vessel Other (Specify')

P Previously cleared 1(072285

Combined: Note 1: AIM, BdPWD, MICD, R/CD/PWD

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

Prescription Use (Per 21 CFR 801.109)
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K122 537

Hlitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-52105

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General ISpecific B M PWI3 CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)
oafy)

Ophthalmic Ophthalmic
Fetal
Abdominal
Inlra-operative (Specify)
Intra-o erative (Neuro), Burr Hole
lnter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Tranis-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Caud.)
Musculo-skeletal (Convent.)
Musculo-skelecal (Superfical)

____________Other: Gynecological
Cardiac Adult E E E E E Note I Note 2

CricAdult, TEE
Cardiac ICardiac Pediatric, TEE

Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiaic

____________Other (Specify)

Peripheral Penipheral vascular
f Vessel Other (Specify)
E = added to Alpha 7 onder Appendix E,

Combined: Note 1: R/M, B/PWD, M/CD, B/CD/PWD
Applications:- Intra-operative- (liver, pancreas, gall bladder,..), Small Organ- (breast, testes, thyroid....)

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

Prescription Use (Per 21 CFR 801,109)
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Ki122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUJND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-52 108

Intended Use: Dingnostic ultrasound imaging or fluid flow analysis of the human bady as follows:
__________Cinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only)
Ophthalmic Ophthalmic

Fetal
Abdominal
Intra-tperative (Specify)
Intra-oipemative (Neuro), Burr Hole
Inter-operative, Laparoscopic

*Pediatric
Fetal Imaging Small Organ (Specify)

& Other Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal _______

Trans-urethral

Trins-esoph. (non-Card.)

Musculo-skeletal (Convent)
Musculo-skelctal (Superfical)

___________Other : Gynecological

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric N N N N N Note I Note 2
Cardiac, Neonatal N N N N N Note I Note 2
Intra-cardiac

____________Other (Specif)

Peripheral Peripheral vascular
Vessel Other (Specify

N - new indication for system; P= Previously cleared K032875

Combined: Note 1: B/NI, B/PWD, MICD, BICDIPWD
Applications:- Intra-operative- (liver, pancreas, gall bladder-_), Small Organ- (breast, testes, thyroid....)

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

Prescription Use (Per 21 CER 801.109)
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K122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UJST-52109

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of 0peration

General Specific B M PWD CWD Color Combined Other
(Track I (Traci &3 Doppler (specify) (Specify)

only) II
Ophthalmic IOphthalmic

Fetal
Abdominal
Intra-operativ (Specify
Intra-operative (earn), Burr Hole
Interoeaie"Lprsoi, N N N Note I
Pediatric

Fetal Imaging Small Ora (Secify
&Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vagial
Trans-urethmjl
Trans-esoph. (non-Curd.)
Musculo-skeletaj (Convent.)
Musculo-skeletal (Superfical)

__________Other : Gynecological

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify)
N - new indication for system; P-- Previously cleared-K032875

Combined: Note 1: 131, B/PWD, Nd/CD, H/CD/PWD
Applications:- Inn-oprative- (iver, pancreas, gall bladder. .

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

Prescription Use (Per 21 CER 801.109)
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Ki122537

Hitachi Atoka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 SI0(1<)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-521 IlOS

Intended Use: Dingnostic ultrasound inmaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0peration

Geneal Spiecific B M PWD CWD Color Combined Oter
(TracI (Tracks I & 3) Doppler (Specify) (Specify)
Only) II

Ophthalmic IOphthalmic
Petal
Abdominal
Itar-c erative (Specify')
Itar-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)

____________Other: Gynecological
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE N N N N N Note I Note 2
Cardiac Neonatal, TEE N N N N N Note I Note 2
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
PTeripheral Peripheral vascular

Vessel Other (Specify)
N = new indication for system;

Combined: Note 1: B/M, EIPWD, M/CD. B/CD/PWD, Note 2: B/CWD, B/CD/CWD

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

Prescription Use (Per 21 CER 801.109)
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K122 537

Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND IN'DICATIONS FOR USE FORM

System: Prosounid Alpha 7 Ver. 6.0
Transducer. UST-521 14P

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

General Specific 13 M PWD CWD Color CmIne Oth er
(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Only)
Ophthalmic Ophthalmic

Fetal
Abdominal
Intra-operative (Specify)
Intra-operative (Neuro), Burr Hole N N N N Note I
tnter-operative, Lapaoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral ________

Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)

Oter : Gynecological
Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
lntra-cardiac

___________Other (Specify)
Peripheral Peripheral! vascular

Vessel Other (Specify)
N = new indication for system

Combined: Note 1: DIM, BIP WI, NI/CD, BICD/PWD

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

Prescription Use (Per 21 CER 801 -109)
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K122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR'USE FORM

System: Prosound Alpha 7 Yer. 6.0
Transducer: UJST-521 19S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
_________Clinical Application Mode of 0peration
General Specific B M PWD CW Coor Combined Oter
TFrack l)I (Tracks!I & 3) Doppler (Specify) (Specify)

Ophthalmic Ophthalmic
Fetal
Abdominal
Intra-operative (Specify)
Infra-operative (Neura), Burf Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic
Trains-rectal
Trans-vaginal
Trans-urethiral
Trans-esoph. (non-Cant.)
Musculo-skeletal (Convent)
Muscula-skeletal (Superfical)

___________Other: Gynecological

Cardiac Adult
Cardiac Adult, TEE

Cardiac Cardiac Pediatric, TEE N N IN N N Note I Note 2
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal
Intra-cardiac;

____________Other (Specify) _______

Peripheral Peripheral vascular
Vessel Other (Specify) ________

N=onew indication for system, P- Previously cleared-K1 10207

Combined: Note 1: fl/I, BPWVD, M/CD, BICD/PWD ,Note 2: 8/CWD, B/CD/CWD

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

Pmeription Use (Per 21 CFRSOI1.109)
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K1 22537

ffitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-52 120S

Intended Use: iagnestle ultrasound imaging or fluid flow analysis of the human body as follows:
_________Clinical Application Mode of 0peration
General Specific B M PWD CWD Color Combined Other
(Track I (Tracks 1 & 3) Doppler (Specify) (Specify)

Only)__________

Ophthalmic Ophthalmic
Fetal
Abdominal

Fetal Imaging Small Organ (Specify
& Other Neonatal Cephalic

Trans-retal
Trans-vaginal
Trans-urethmal
Trans-esoph. (non-Caud.)
Musculo-skeletal (Convent-)
Musculo-skeletal (Superfical)

_________ Other: Gynecological _ _

Cardiac Adult
Cardiac Adult TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal N N N N Note I Note 2

___________ ther (Specity)
Peripheral Peripheral vasular

Vessel Other(SpeciZ'
N new indication for system; P-= Previously cleared K(032875, E -added to Alpha?7 under Appendix E,

Combined: Note 1: DIM, BIPWD, ICD, BICD/PWD ,Note: 2: B/C WD, B/CD/C WD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTNE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORI-! Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 1.109)
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K1 22537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-52 12 IS

Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:
_________Clinical Application Mode of Operation
General ISpecific B M PWD CWD Color Combined Other

(Track I (Tracks I & 3) Doppler (Specify) (Specify)

Ophthalmic IOphthalmic
Fetal
Abdominal
latr-operative (Specify)
Itra-operative (Neuro), Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Organ (Specify)
&Other hNonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-uretlual
Trans-esoph. (non-Card.)
Musculo-skeletal (Convent.)
Musculo-skeletal (Superfical)

_________Other: Gynecological

Cardiac Adult
Cardac Adult, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE
Cardiac, Pediatric
Cardiac, Neonatal N N N *N Note I Note 2

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specity)
N77 new indication for system; P- Previously cleared K 10207, E =added to Alpha?7 under Appendix E,
Combined: Note 1: B/M, B/PWD, M/CD, E/CDIPWD , Note 2: BleW!), B/CD/CWD

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

Prescription Use (Per 21 CFR 801.109)
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K122537
Hitachi Aloka Medical, Ltd. Prosound Alpha 7 Ver. 6.0 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound Alpha 7 Ver. 6.0
Transducer: UST-52 124

Intended Use: Dian ostic ultrasound imaging or fluid flow analysis of the human hody as follows:
Clinical Application Mode of 0 erationG-eneral Specific B W CD Clr Combined Other(Track I (Tracks I & 3) Doplr (Specif) (Specify)

Onlyi
0phthalmic Ophthalmic -

Fetal

lntra-o erative S eci
lntra-o erative (Neuro, , Burr Hole
Inter-operative, Laparoscopic
Pediatric

Fetal Imaging Small Orga (Specify
& Other Neonatal Cephalic

Adult Ce halic
Trans-rectal
Trans-v - al
Trans-urethral
Trans-eso ht. non-Card.)
Muscujo-skeleta Convent)
Musculo-skeletal (Superfical)

____________Other : Gynecological

Cadac Adult
Cardiac Ault, TEE

Cardiac Cardiac Pediatric, TEE
Cardiac Neonatal, TEE

Cadiac, Pediatric N N N N Note I Nt
Cardiac, Neonatal
Intra-cardiac

____________Other (Specify)
Peripheral Peripheral vascular

Vessel Other (Specify)
N = new indication for system; P - Previously cleared &I 117,
Combined: Note!1: R/M, BIPWD, MICE), B/CD/PWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUEF ON ANOTHER PAGE IF NEEDED)
Concurrence: of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Concurrnce of CDRl-H, Office of In Vitro Diagnostics and Radiological Health (O1R)

________________________ 510(k) # K(122537

(Division Sign-Off
Division of Radiological Health Page 050 of 50
Office of In Vitro Diagnostics and Radiological Health
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