HITACHI

Summary of Safety and Effectiveness

Device Description

The Hitachi HI VISION 900 Diagnostic Ultrasound Scanner is a Track 3 Diagnostic Ultrasound Pulsed
Doppler and Pulsed Echo Imaging System capable of the following operating functions:

+ B Mode e M Mode
+ Pulsed Wave Doppler + Continuous Wave Doppler
e Color Flow e Amplitude Doppler
» Harmonic imaging « Superficial musculoskeletal imaging
e 3D imaging
Safety

As a Track 3 ultrasound device, the Hitachi HI VISION 900 Diagnostic Ultrasound Scanner complies
with the Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment (1992) — published by NEMA as UD-3.

With respect to limits on acoustic outputs, the Hitachi HI VISION 900 Diagnostic Ultrasound Scanner
complies with the guideline limits set in the 510(k) Diagnostic Ultrasound Guidance — Revision:
April 14, 1994.

With regard to general safety, the Hitachi HI VISION 900 Diagnostic Ultrasound Scanner is designed to
comply with IEC 606601-1 (1998) Medical Electrical Equipment, Part 1 — General Requirements
for Safety.
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 2 1 2005

Mr. Douglas J. Thistlewaite

Manager of Regulatory Affairs

HITACHI Medical Systems America, Inc.
1959 Summit Commerce Park
TWINSBURG OH 44087-2371

Re: K063518
Trade Name: HI VISION 900 Diagnostic Ultrasound Scanner
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 2] CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: I
Product Code: IYN, IYO, and ITX
Dated: November 20, 2006
Recetved: November 21, 2006

Dear Mr. Thistlewaite:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure} to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, 1abeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the HI VISION 900 Diagnostic Ultrasound Scanner, as described in your premarket
notification;
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Page 2 — Mr. Thistlewaite

Transducer Model Number

EUP-B514 EUP-F531 EUP-S50
EUP-C514 EUP-L.538 EUP-TC3
EUP-C532 EUP-L65 EUP-US533
EUP-CC3531 EUP-O53T EUP-V53W
EUP-CV524 : EUP-OL334
EUP-ES52M EUP-R54AW-19, -33

If your device is classified (see above) into either class Il (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questiohs regarding the content of this letter, please contact Andrew Kang at
(240) 276-3666.

Sincerely yours,

g/ﬂ/ 7

Nancy C. Brogdo

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION 900

Intended use: Diapnestic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application _Mode of Uperation
General Speafic B M | PWD|CWD Color Combined* Other™*
{Track I only) (Tracks1 & I11) Doppler {Spec.) (Epec.)
Ophthulme [Ophthalmic _
|Fetal N [ N N N N N N
Abdominal Na [ Na | Na | Na~ Na Na Na
Intra-operative (Spec,) Nb | NB | Nb Nb Nb Nb
Intra-operative (Neuro.)
laparoscopic N N N . N N N
Padiatric N N N N N N N
Small Organ {Spec,) Nd [ Nd | Nd Nd Nd Nd
Neonatal Cephalic N N N N N N
Fetal Iimaging |Adult Cephslic N N N N N N N
& Other  [Trans-rectal Nh | Nh [ Nh Nh Nh Nh
[Trans-vaginal NI NI Nf Nf Nf Nf
Trans-urethral
Trans-esoph. (mon-Card.)
Musculo-skel. {Convent.) N N N N. . N
Musculo-skel, (Superfic.) N N N N N
Intraluminal
Other (spec.)
Cardiac Adult N N | N N N N
Cardiac Cardipc Pediatric N N N N N N N
Trans-esophapesnl (eard.) | Neg | Ng | Ng N Ner Ne Ne
Other (spec.) ]
Peripheral [Peripheral vessal N N N [N N N N
Vessel Other {spec.}

N =new indication, P = previous indication
*Combination of each ¢perating mods, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imeging and 8D Imaping.

Additional Cr:mments
Subseript "a": Includes imaging for puidance of percutaneous bigpay of ahdominal organs and structures
{(including amniocentesis).
Subscript "b": Includes imaging of organs and stiuctures exposed during surgery
(excludmg neuvrosurgery and laparosconic procedures) ]
Subscript ‘e Tncludes thyroid, parathyrmd breast, acrotum, penis.
Subscript "d" _Includes thyroul parathvroid, breast, SCrotum, penis and | unagmn for gudance of biopsy.
Subseript "¢": _ Includes imaging for guidance of transrectal biopay.
Subscript "£-__Includes imaging for guidance of transvaginal biopsy.
Subscript “g*. For pediatric patients,
Subseript "h™  Includes imaging for guidance of tranarectal bicpay.
EAS NOT WRITE BELOW.
' Concurrence of CODRH, 0£ﬁce of Device Evaluatien (OI)E)

{Division Siga-Of)
Division of Reproductive, Abdominal, ENT,
end Radiological Devices

51000 Number: g /] J-Bﬁ/ g— |

{Dm 1o S:gn-()ﬁ‘)

Division of Reproductive, Abdominal,
and Radiologica! Devices

5104k} Number ___ . /(fﬂ&\ﬁj’/i

Prescription Use (Per 21 CFR 801.109)

020/790°d  £80-L 67L0E060EE 1+ BOLUBLY SWBYSAS |EDIPSK IYIBYIH-WOI4  wEZp:Z|  90-G|~20(
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Syster:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
_HI VISION 909
EUF-B514

Intonded use! Diagnostic uliresound imaging or Eluxd flow analysis if the human hody as follaws:

Cliniea) Application

Mode of Operation

Genera]
{Track I only)

Specific B

M [ PWD Cembinad*
(Tracks I & III)

CWD Color
Doppler

Other**
{Spee.)

Ophthulmic

(Spee.)
Ophthalmc

Fetal ' 5T P v P P 7

Abdeminal Pa P Pa Pa Ta .

Intra-operative (Spec)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ {Spec.)

Neonatal Cephalic

Fetal Imapging

Adult Cephalic

& Other

Trans-rectal

Trans-vaginal

Trang-urathral

Trans-esoph. (non-Card )

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

intra-luminal

Other (spec.)

Cardiae Adult

Cardiac

Cardisc Pediatric

Trans-esapbageal {card.)

Other {spac.}

Peripheral

Peoripheral vessel

Vessel

Other {spec.}

N = new indication, P=previous indication
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplituds Doppler and Harmonic Imaging

Additional Comments!

Subscript "s":

Includes imaging for guidance of percutaneocus biopay of abdominal organs and structux‘ea

Qngludmg amnpiocentesis).

Subseript "b:

Includes imaging of organs and structures. exposed durmg surgew

(excluding neurpsurgery and laparoscopic procedures).

Subscript "c™:

Includes thyxoid, parathyroid, breast, serotum, penis,

udes thyroid‘. parathyroid, breoat scrobusm, penis a.nd imaging for puidance of hiogsg_.

Subseript 'd"f In

Subseript "¢"!  Includes mannz for guidance of trangrectal bispay.
Subseript "f'; _ Includes imaging for guidance of transvaginal biopsy.
Subscript g" For pediatria pat:ents

Subseript "h"!  Includes imaging for puidanca of h-ansrectal biops

ANOTHAR PAGE IF NEEDED
Coneurrence of CDRH, Office of Device EvaJuation (ODE)

{Division Sign-OfH
Division of Reproductive, Abderninal, ENT.
and Radielogical Devices

I< ;9/ 358

510(k) Number:

llesmn Sign- Of‘f} E

Division of Reproductive, Abdommal

and Radiological Devices y
510(k} Number [‘0&%/

Prescription Use (Per 21 CER 801.109)

020/500 4

£80-1 67.0E960EE 1+ ED(IBUY SUSYSAS |BIIPEH LYY IH-UDiy  Wegy:yl

§0-61-28(

D)



Systam:
Tranaducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION 900

EUP-C514

Intended usc: Diagnoestic ultragound imaping or fluid flow analysis if the human bedy as follows:

Clinical Application Mode of Operation
Ganeral Specific B ™M | PWD | CWD Color Combined* Othar™*
{Track I only) {Tracks I & ITD Doppler (Spec.) (Spec)
Ophthalmis {Ophthalmic
Fetal P P P F b P
Abdomingl Pa Pa [ Pa Pa Pa Pa
Intra-operative (Spec.) :
{Intra-operative (Neuro,)
Laparoseopic ) | '
Pediatric P P P P P P
Small Organ (Spea.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic
Fetal Imaging {Adult Cephalie
& Other  |Trana-vectal
Trans-vaginal

Trans-urathral

Trans-esoph. {non-Card.)

Musculo-skel. {Convent.}

Musculo-gkel. (Superfic.)

Other (8pec.)

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spce.)

Peripheral
Vesscl

Peripheral vessel

Other (spec.)

N'= new indication, P = pravious indication
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplituda Doppler, Harmonic Imaging and 3D Imaging.

Additional Comments:

Subscript "a*

Includes imaping for guidance of percutaneous biopsy of abdominal organs and structures

(mcludmg amniocentesis),

Subgeript "b": Includes imaging of organs and structures exposed during surgery
{excluding neurogurgery and laparoscopic prmedurea)
Subseript “¢™  Includes thyrotd parathyroid. breast, scrotum, pems ]
Subueript *d":  Includes thmld parathyroid, breast, scrofum, penis and i 1magng for guidanca of biopsy,
Subscript "e”;- Imcludas i unagmg for guidance of transrectal biopsy.
Subscript £ Includes i unagmg for gui idance of transvagmal biopsy.
Subscript "e":  For pediatric pahents ]

Subsenpt "h":

Inc.ludcs imaging for Et_ndam:e of trnnsrectnl biopsy.
AR

= BELOW -
‘Concurrence of CDRH, Office of Dovies Evaluation (ODE}

(Division Sipn-Of)
Division of Reproductive, Abdominal, ENT,
and Radiclogical Devices

5100 Number: _M_
bt £,

{Division Sign- Off) #Yh/\

Division of Rpproductwe Abdominal,

and Radiological Devices
K 0b357F

510(k} Number

Prescription Usé (Per 21 CER 801,109)

020/4960°d

€g0-1 BYLOEQGOEE [+ B3| JeUY SWB)SAS |BI1PSM |YIB} IH-W0J4

Uegy:g)
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80-61-28Q



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION 900
EUP-C532

System:
Transducer-

Intended use. Diagnostic ultrasound imaging or ﬂuld flow analysis if the human body as follows:

Clinical Application Mode of Operation

General Specific B CWD Color
{Track I only) (Tracka 1&I) Doppler

M | PWD Combined*

(Spec.)

Other**

(Spec.)

Dphthatmic |Ophthalmie

Fetal

Abdominal Pa Pu Pa Pa Pa

Pa.

Intra-operative TSpec) Ph | Pb Ph Pb Tb

Intra-operative (Neuro.)

Pb

Laparoscopic

Poediatric ] P P P P P

Small Organ {Spec)

Neonatal Cephalic B p P P P

Fetal Imaging |Adult Cephalic

& Other |Trans-rectal .

Trans-vaginal

Traps-urethral

Trans-esoph. mon-Card.}

Musculo-skel, (Convent.)

Musculo-akel. (Suparfic.)

Intra-luminal

Other {spec.)

Cardiac Adult

Cardiac  [Cardiac Pediatri¢

Trans-esophagaal (card.T

Other (spec,)

Peripheral |Pempharal vessel P P P ' P F

Veassl Qther {spec.)

N = naw indication, P = previous indication
~*Combination of each operating mode, B, M, PWD and Color Doppler,
**amplitude Doppler and Harmonic Imaging

Additional Comnments:
Subseript “a™:

Includes imaging for guidance of percutaneous biopsy of abdommal organs and structures

(including ammiocentesis).

Subseript "b": Includes imaging of orgavs and structures exporaed during surgery

excluding neurosurgery and laparoacopic proeedurea)

Subscri;:;t “e". Ineludes thyreid, parathyroid, breast, scrotum, pema

Subscript "d*'  Inclndes thyro:d parathyroid, braast, serotum penis and | xma@g for gmdance of bmpsy

Subscript "e™: - Includes i lmagmg for guidanca of trangreetal biopsy.

Subscript "f:  Includes imaging for guidance of transvaEmal biopsy.

Subscpt "g"  For pedmtnc patlents
Subscript "h*:  Includes imaging for guidencs of tranyrectal biopsy. ]
{PLEAS RLOW LI NUE ON ]

Coneurrenco of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiclogical Devices

510{) Number: K 2 {3 &‘/2‘

{Division Sign- (‘3

ihvigion of Re r\rrmurnve Abdominal,

ang Rachrlooeal Devices
5100k} Number

KOt 5518

Prescription Use (Per 21 CFR 801.109)

168-4  020/i00°d £80-L §7L0EI60EE [+ ©D| 16Uy SWISAS |BDIPBf 1Yde) IH-bos

‘?—

iiegy:zi  90-i-98Q
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System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

'HLVISION 900

EUP-CC331

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Opexation

General
{Track I only)

Speafic
{Tracka I & II)

B M JFPWD ;| CWD Color

Deppler

Combined¥
{Spec.),

Other”™
(Spec)

Ophthalmic

Ophthalmc

Fetal Imaging
& Other

Fetal

P P I r P P

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.}

Laparoacopic

Pediatric

Small Orean (Spec.)

Neonata] Cephalic

Adult Cephalic

Trang-rectal

Pe Pe Pe Pe Pe "~ Pe

Trans-vaginal

P Pf Pt PL Pf Pf

Trans-urcthral

Trang-asoph (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-tuminal

Other {spee.)

Cardiac

Cardiac Adult |

Cardiac Pediatric

Trans-esophageal {card.)

Other (spec.)

Peripheral
Vessel

Pertphieral vegsel

Other (spec.)

N = new indication, I’ = previous indication
*Combination of each operating mode, B, M, PWD and Calor Doppler.
»*Amplitude Doppler and Harmonic Imaging

Additional Cornments!

Subscript "a™  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(inoluding amniocentesis).

Subseript “b*. _Includes imueing of organs and structurcs exposed during surgery
(axclut.’n.nﬁ neurosurgery and laparoscopic arocedures),

Subgeript *c": _Includes thyroid, parathyroid. breast. scrotum, penis.

Subscript “d'l Tncludes thyroid, paratbyroid, breast, scrotum, penis and imaping for guidance of bidpsy.

Subscript "e™  Includes jmapine for guidance of transrectal biopay.

Subseript "I . Includes imaging for guidance of transvaginal biopsy.

Subscript "g":  For pediatric patients.

Subacrip t "R

0267800 d

Includes imaging for puidance of transrectal biopay.
[0 NOT WRITE BELOW THIS TINE-CO

Concu:rencc of

CDRH, Office of Deuce Evaluatlon (ODE)

Diviasion

"8l

Prescription Use (Per 21 CFR 801,109}

£80-1 Gv10£360

{Division Sipa-Off)
of Reproductive, Abdominal, ENT,
and Radioclogical Devices

kpd3¢/¢
tg%«,;/%{ﬂm_

0(k) Numbar:

{Division Sign-Off) 7
Division of Reproductive, Abdominal,

and Radiclogical Devices M f) /,7 5[7Y
) 2 d

510k} Number

EEl4 Ba|JBly SHE1SAS {EOIPBK 1YIBY \H-WOid

uBgyi 2|

g

90~61-280



- Subseript "h"*  Includes imag
IEﬂEE DO N ’

Concu.rrenee of CDEH Ofﬁca of Device Evaluation (ODE)

(88~

System:
Transducer:

Intended use! Diggnostic ultrasound imag

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION 900

EUP-CV524

ing or fluid flow analysis if the hwman body as follows:

Chimical Application Mede of Operation
General Specific B M | PWD | CWD Color Combined” | Other**
{Track I only) (Tracks I & IID Doppler (Spec.) (Spec.)
Ophthelmin [Ophthalmic™ i
Fetal P P P P P P
Abdominal P P P P P P
Intra-operative {Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric P iy P r P P
Sniall Organ (Spec.) 3 P P P P P
Neonatal Cephalic ]
Fetal Imaging {Adult Cephalic
& Other |Trans-rectal
Trang-vaginal
JTrans-urethral

‘Irang-esoph. {(non‘Card,

}

Museulo-skel. (Convent.)

Musculoske]. (Superfic.

Intra-lumnal

QOther {spec.)

. Cardiac

Caydiac Adult

Cardiac Pediatric

Trans-esophageal {(card}

Other {spec.)

Penipheral

Vessel

Pearipheral vessel

Other (spec.)

N = new indication, P = previous indication
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging and 3D Imaging.

Additional Comments:
Subseript "a”™; Includes imaging for gutdance of percutaneous biopsy of ahdommal_rgans and structures
(mcludmg nmmocani._eﬂgi
Subscript "b": __Includes imaging of organs and structures exposed during surgery
E {excinding neurgsurgery and lapazoseopic procedures).
Subseriot "o*: Includes thyreld, parathyroid, breast. serotum, penis.
Subseript "d": _Includes thyroid, parathyroid, breast, scrotum, penis and i imaging for guidance of biopsy.

Subseript "a""  lncludes imaﬂinz for puidance of
Includes imaging for guidance of

Subseript *L":

transrectg! biopay.

f trangvaginal biopsy.

Subsecript ‘pg":

For pediatric pauepta

Praseription Use (Per 21 CFR £01.109)

020/600°d

£80-1 Bvi0E

{Division Sign-Off
Division of Rapraductive, Abdominal, ENT,
and Radinlogieal Devices

510{k) Number:

960EE1+

K 243418

Ghid 2 L

(Division Sign-Off)

Dwision of Reproductive, Abdominal,

and Radiological Devices

510(k) Number

LOG25, /f

B2|islly SWEISAS [BDIPS) 1Yoe)|H-Uody

wegy:Zi

-~

80=61-28¢



DIAGINOSTIC ULTRASOUND INDICATIONS FOR USK FORM
System: HI VISION 900
Transducer:  EUP-ES52M

Intended use: Diagnostic ultragound imaging or fluid flow analysis if the human body as follows:

Glinical Application Mada of Operation
General Specific B M |PWD | CWD Color Combined* | Other™*
(Track I only} (Tracks I & LID) Doppler {Spec.) {Spec.)
Ophthalmic JOphthabnic i ! j
' Fctal
Abdominal

Intra-operative (Spec.)
Intra-operative (Neurg,)
|Laparoscopic
Pediatric
Small Oggan (Spec)
Naonatal Cephalic
Fetal Imaging [Adult Cephalic
& Other  |Trans-rectsl
Trans*vaginal
Trans-urethradl
|Trins-esoph. (mon-Card.)
Muscujosskel. (Convent.)
Musculo-skel. (Superfic)
Intra-luminal
ther (spec.) -
Cardiac Adult
Cardiac  [Cardiac Pediatric L
Trans‘esophaeeal (card.) | P P P P TP P P
Other (spec.) . '
Peripheral |Peripheral vesgel
Vagsel Other typec.) _
N = new indination, I' = previous mdication
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler

Additional Comiments’
Subscript "a™  Includes imaging for puidance of percutancous biopsy of abdominal organs and structurcs
___(including amniocentesis).

Subseript "b*:  Indudes imaping of orzans and structures exposed during surpery

{excluding neurogurgery and laparoscgpic procedures).

Subseript "c".  Includes thyroid, parathyroid, breast, scrotum, penia.

Subseript "d". Tncludes thyreid, parathyroid, breast, scrotum, petils and imaging for guidance of biopey.

Subscript."e": Includes imaging for guidance of transrectal biopsy. .

Subsecript "I'* _Includes imaging for guidance of transvasginal biopoy.

Subscript "g™:  For pediatric patients,

Subscript "h":  Includes imaging for guidance of tranarectal biopay. ,
EPLESEJ DO NOT WRITE, RELOW THIS LINE-CONTIRUE ON ANOTERER PAGE JF NEEDED)

Concurrence of CDRH, Offica of Davice Evaluation (ODE}

(Division Sign-O
Division of Reproductive, Abdominal ENT,
and Radiologieal Devices

5100 Number: k”!gf/?_

[Division Sign-0ff}

Division of Reproductive, Abdorminal,
. /);

arst Radiological Devices /é(?&jj

5104k Number

Prescription Use (Per 21 CFR §01,109)

168-4  020/010°d E80-1 Br.OEOB0EEL+ BaiJ6lly stelsAg |E2IPBW IYJEYIH-LOl4  Wegy:Z|

10

90-61-28(
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
Systam: HI VISION §00
Transducer:  EUF-F53l

Intended use. Diagnostic ultrasound imaging or fluid flow enalysis if the human hody as follows:
Clinteal Applieation Mode of Operation
General "Spectfic B M | PWD|CWD Color Combined* | ~Other*™
(Track 1 only) {Trucks 1 & III) . Doppler (Spec.) (Spee.)
Ophthalmic [Ophthalmie
Fetal
Abdominal j P P | P . r P P
Intra-operativa (Spec.) Pb | Pb | Ph Ph Ph Pb
Intra-operative (Neurp.) . :
Laparogcopic
Pediatnie
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging [Adult Cephalic
& Other  [Transrectal
Trans-veginal
Trans-urethral
Trans-esoph, (non*Card.)
Musculo-skel. (Convent,}
Musculo-skel (Superﬁc )
[ntratlurninal
Qther (spec,)
Cardine Adult |
Cardiac Cardiac Padiatric
Trans-eeophagesl (card.)
Other (spec.) o
Peripheral |Peripheral vossel P P P P . P ___ P
" Vesgel QOther (spec.) '
N = new indication, P = previous indication
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler and Harmonic Imagln[z

|

o
o

/5] I o e 2

b Lt I R s

wopd| | r
lav]

- BT

i P

Additional Commenta: :

Subseript "a".  Includes im M guidanse of percutaneous biopsy of abdominal organs and structures
(includine amniocentosis),

Subscript "b": _Includes imagng of organs and structures exposed dutg surgery

' (excluding neurosurgery y and laparoscopic p:ocedures)

Subscript "¢™  Includea thyroid, parathyroid, breast, serotum, pems

Subseript "d": _Includes thyroid, parathymld breast, scrotum, perys and img aging for guidance of bmpsy

Subscript "e't__Includes imaging for gwidance of ‘tranerectal biopsy.

Subscript “f" cludes imaging for guidance of transvaginal biopsy.

Subscript “g*!  Kor pediatric patients,

Subscript *h": _Includes imaging for g

idance of transrsctal biopsy.

Concurrence of CDRH, Office of Devico Evaluatlon (ODE)

{Division Sign-Off)
Division of Raproduetive, Abdominal, ENT,
and Radiological Devices

510(k} Numbar: Kﬁg 3—6/8—
G o,

{Dwvision Sign-0ff
Davision of Repradictive, Abdominal,
and Radiplogios! Devices

514K} Murmber 1//(}/{ 5 /g

Prescription Uss (Per 21 CFR §01.109)
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|68~d

-} Fatal Ymagirg {Aduli Cephalie

DIAGNOSTIC ULTRASOUND INDICATIONS FOR UUSE FORM
System: HI VISION 900
Transducer:  EUP-L58S

Intended use: Diagnostic ultrasound imaging or Ouid flow analysis if the human body as followa:

~Clinical Application Mode of Upetation
Gonoral Specific B M | PWD | CWD Color ~ | Combined* Other™*
(Tzack I only) (Tracks I & IIT) Doppler {Spac.) (Spec.)
Ophthalmie JOphthalmie -
Fetal
Abdominal Pa Pa Pa. Pa Pa Pa

Intra-operative (Spec.)

Intra-operative (Neurs.)

Laparoscopic -

Pediatric __ | P P (P P P P
Sraall Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic

& QOther ‘Trans-rectsl

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel (Convent,) | P F P

o
]
HJ

Musculo-gkel. (Superfic.) P ? P

Intra-luminal

Other (apec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card )

Other (spec.)

Peripheral [Peripheral vessel P P P P P P

Vessel Other (apec.}

N = naw indiention, P = pravious indication
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmeonic Imaging and 3D Imaging.

Additional Comments: _
Subscript "a*: Ineludes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniocentesis).

Subseript "™ Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoacopic procedures).

Subscript "¢": Ig_c_ludes thyroid, parathyroid, breast, scrotum, penis.

Subseript "d".  Ineludes thyroid, payathyroid, broast, serotum, panis and imap

Subscyipt "e"  Includes imaging for gwidance of transrectal biopay,

Subscript "f*: _ Includes imaging for guidance of transvaginal biopsy.

Subscript "g":For pediatric patients.

Subscript "h".__Includes imaging for guidance of transrectal Diopsy. ]
PLEASE DO NOT WRITE oW S LINE-CONTINUE ON ANOTHE ]
Concurrence of CDRH, Ofica of Devica Evaluation (ODE)

(Division Sign-OfD
Divigion of Reproductive, Abdominal, ENT,
and Radiological Devices

5100) Number: ~_§ JJ 3f / 9’

ﬂmi/ & /é;w’hﬂ*

{E)%»fisiﬁn Sign-Off) _
Invisinn of Reproductive, Apdominal, é’

3 ’Qevices L/O(fféﬁl/

PO IRRCER 01 S

Preseription Use (Per 21 CFR 301.109)
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168-4

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION 900
Transducer: KEUP-LG5

Intended use: Diagnaostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation _
Gencral Specific B M {PWD|[CWD Color Combined* | Other”
{Track I only) (Tracks I & IID Doppler {Spec.) (Spee.)
Ophthalmic [Ophthalmic
Abdominal P P p P P P

Intra-operative (Spec,)
Intra-operative (Neuro.)

Lapargscopic ]

Pediatric ‘ P P P P P P
Small Organ (Spec,) Pe P Pe Pc Pc Pc
Neonatal Cephalic BB

Fetal Imaging [Adult Cephalic

& Other  [Trans-rectal
[rans-veginsl
Trang-urethra)
Trans-esoph. {non-Card.} ‘ j
Musculo-skel. {(Convent.) | P P Pl P P P

usculo=ske], (Superfic,) P | P P P P P
ntrg-Tuminal
Qther (spec.)
Cardiac Adult

Cardiac  |Cardiac Pediatric
Trans-esophageal (card.)
Other (spec,) _ R
Periphera] |Peripheral vassal P P P P P P
Vessal Other (spec.)

N = new indication, P = pravious indieation
“Combination of each operating mode, B, M, PWD gnd Color Doppler.
““Amplitude Doppler and Harmonic Imaging,

Additiona! Comments: _
Subscript "a"!  Includes imaging for guidanca of pareutuneous biopsy of abdominal organs and structures
.' including amniocentesis).
Subscript “b". _Includes imaging of organs and structuras exposed during surgexy

(excluding neurosurgery and Inparoscopic proceduras).
Subseript "¢"’  Tneludes thyroid, parathvroid, breast, gcrotum, pents, :
Subscript "d": " Includes thyroid, parathyroid breast, serotum, penis and imaging for gidance of biopsy.
Subscript “¢": _Includes imaging for guidance of trapsrectal biopsy. : :
Subscript ' Includes imaging for euidance of transvaginal biopay.
Subscript “g*!  For pediatric patienta, .
Subscript *h": _Includes imaging for guidance of trangrectal bio nay.

IO TH E-CONTINUE OTHER PAGEIF
Coneurrence of CDRH, Office of Device Evaluation (ODE)

(Bivision Sign-Of0
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

5100l Number: K 0{ 3‘.6 @

1 QM% Lo

{Division Sign-04f) /
Division of Reproductive, Abdominal,
2

andd Hadiological Devices
510k Mumber ,(/06735’

Preseription Use (Per 21 CFR 201.109)
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DIAGNOSTIC ULTRASOUND INDICATTONS FOR USE FORM

System: HI VISION 900

Transducer: EUP-O537

Intended use:. Diagnostic ultrasound imag

ring or fluid flow analyais if the human body as follows:

Chmeal Appheation

Mode of Operation

General Specific
{Track I only) {Tracks I & [T}

B

M

PWLD

CcwWDh Color Combined™
Doppler {Spec)

Other**
(Spec.)

Uphthulmic |Ophthalmie

Fetal

Abdominal

|Intra-cperative (Spec.)

Pb

Fb

Pb

Pb Pb Pb

Intra-operative (Neuro,)

Laparoscopic

Pediatric

Small Organ (Spec)

Neonatal Ceplhalic

Fetal Imaging [Adult Cephalic

& Other ITrans-rectal

‘Trans-vaginal

Trans-urethral

Trany-esoph. (non-Card.)

Musculo-sikel. {Convent.)

Musculo-skal (Superfic.)

Intra-luminal

Other (spec.)

Cardinc Aduit

Cardiac  |Cardiac Pediatric

Trans-csophageal (card.)

Other (apec.)

Peripheral _|Peripheral vessel

Vessel Other (spec.}

N = new indication, P = previous indication
*Combination of each oparating mode, B, M, PWD and Coler Doppler,
**Amplitude Doppler and Harmonic Imaging,

Additional Comments:
Subscript “a*: _Includes imagine for guidance of percutaneous bjopsy of abdominal Organs and structures
(mcludmg ammocentes:sj ]
Subgeript "b":  Includes im _gg}g of organe and structures expoaed during gurpery
: (excluding neurosurgery and laparoscopic procedures},
Subsempt “c""  Includes thyroid, parathyroid, breast, scrotum, penis,
Subseript *d": Includes th!gmd, parathyroid, breast, scroturm, peniy and imaging for guidance of biopsy.
Subsaript "a"™ lnm udes Lmaging for guidance of transrectal biopay.
Subacript “f":  Includes lmagx_r_xg for guidance of transvaginal biopsy.
Subscript "g™' For pediatric pahents
Subscript "h"  Includes ima for pudance of tzangrectal biopay.
G W RBELOW 51, NTINUE O

THER PAGE

Concurrence of CDRH, Office of Device Evaluation (ODE)

510{1) Number:

Prescription Use (Per 21 CFER £01.109)
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168-4

Systetmn’!

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION $00

Transducer:

EUP-OL334

Intended use Diagnostic ultrasound imaging or fluid flow analyais if the human body as follows:

Clinical Application

Mode of Operation

General
{Track I only)

Specific
(Tracks I & IIT)

B M |[PWD |CWD

Colov
Doppler

Combined*
{Spec)

Other**
(Spec.)

- Ophthalmic

Ophthalmic

Fetal

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparogcopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetul Imaging

Adult Cephalic

& Other

Trans-rectal

Trans-vaginal

Trana-urethral

Trans esoph_ (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. {(Supcrfic.)

[ntra-lumingl

Other {apec.)

Cardiac Adult

Cardiac

{Cardiac Pediatrie

ﬁmns-eauphaqeal {card.)

Other (spac,)

Peripheral

Peripheral vessel

Vesgel

Other {spec.)

N = new indication, P = previous indication

*Combination of each operating mode, B, M, PWD and Color Doppler.
“*Amplitude Doppler

Additional Com

menta:

Includes imaging for guidance of percutanaous big

psy of abdominal organs and structures

Subscript "a™
Gincluding amniocentesis).

Subscript "b™

excluding neurosurge

Includes imaging of organs and struétu:es exposed during surgery _

and laparoscopic procedures).

Subseript "c":

Jneludes thyroid, parathyroid, breast, serobum_penis.

Subseript "d": _Includes thyroid, parathyroid, breast, gcrotum, perus and imaging for P P

idange of biopsy.

ubacript "e"! Includeg imaging for guidance of transrectal biopay.,
Subseript ! Includes imaging for puidance of transvaginal biopay.
Subscript "e”: _For pediatric patients.

Subseript "™

Includes imagmg for guidande of transrectal biopsy.
(PLEASE DO NGT WRITE BELOW THIS LINE-GONTINUE ON ANOTHE GET A

W

Concurrernce of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Ofd

Division of Reproductive, Abdeminal, ENT,

and Radiclogical Devices

510(l9 Numbez: ’K'Dé 3__6/?

St

(Division Sign-Off)

Prescription Use (Per 21 CFR 801,109)
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System:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION 900

Transducer:

FUP R54AW-19, 43

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation _
General Specific b3 M |[PWD|CWD Color Combined™ | Other*™.
{Track I only} (Tracks I & ITT} Doppler (Spec.) {Spec.)
Ophthalmic JOphthalmic )
Fetal
Abdominal
Lntra-operative (Spec.)
Intra-operative (Neure.)
Laparogcopic
Pediatric
Small Orzan (Spec.)
Neonatal Cephalic
Fetal Imaging [Adult Cephalic _
& Other  |Trans-reetal - P P P P P r
Tranz-vaginal :

Trans-urethral

Trans-esoph, (non-Card.)

Musculo-skel, (Convent.)

Musculoskel. (Supedic.)

Intra-luminal

Other {spec.}

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-ésophageal (card.)

QOther (gpec.)

Pen‘phéral

Peripheral vassal

Vegsel

Other (spec.)

N = naw indizat

ion, I’ = previous indication

*Combination of each operating mode, B, M, PWD aad Celor Doppler.
**Amplitude Doppler and Harmonic Imaging.

Additional Comments!

Subscript "a":

Includes imaging for guidance of percutaneous biopay of abdominal organs and structures
including amnissentasis).

Y

Subacript "b™ _Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subseript "™ Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript 'd". _ Includes thysoid, parathyrold, breast, scrotum, penis and imeging for guidance of bigpay.
Subscript *e*: Includes imaging for puidance of transractal blopsy. _

Subscript "f. Includes imaging for guidance of transvamnal biopav.

Subscript "g": For pediatric paticnts.

Subscript "h*: Includes imaping for guidance of transrectal bi

Prescription Use (Per 21 CFR 801.109)

020/910°d

~ (Division Sign-Off)
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and Radiological Devices
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|68-4

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE
Sysatern: HI VISION 800
Transducer: EUP-8530

FORM

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows'

Clinical Application Mode.of Operation

Genera] Spacific R M
(Track I only} {Tracks I & IIT)

PWD | CWD Colox

Combined®

Other**
{Spec)

Doppler
Opathalaue [Ophthalmie .

(Spec.)

Fetal P 1 P P r P

P

Abdominal Pa

Pa

Pa

Intraroperative (Spec.)

Intra-operative (Neuro.) -

Laparoscopic

5

Pediatric P P P P P
Sinall Orean (Spec.) '

Neonatal Cephalie

Fetal Imaging [Adult Cephalic P P T 7 ' _P

& Other  |Trans'rectal

Trans-vaginal

Trans-urethral

Trans'esoph, (non*Card.)

Muscule-skel. (Convent.}

Musculo-skel, (Superfic.)

intra-luminal

Other (spec.)

Cardiac Adult P

P E | P P
r

Cardiace Cardiac Pediatric P

Trang-esopbageal {(card.)

Other (spec.)

Periphera] |Petipheral vasael P r P F_ P

Vegsel Other (gpec.)

N =new indication. P = previous indication
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging )

Additional Comments:

Subseript "a": Includes imaging for guidance of percutaneous biopsy of abdominal orguny and structuras
. (including amnicaentasis). : '
Subscript "b": _Includes rmaging of organs and structuras exposed during surgery
lexcluding neurosurgery and laparescopic proceduras).

Subseript "¢*: Includes thyroeid, parathyToid, breast, scrotam, penis. '
Subscript "d": _ Includes thyroid, parathyroid, breast, scrotum, pervia and imagmny for puidance of biopay.
Subscript "e™  Includes imaging for guidance of transrectal biopsy. -
Subscript *f" _Includes imaging for guidance of transvaginal biopsy.
Subseript "g'!  For pediatric patients,
Subacript "k*!  Includes imaging for suidance of trenaractal biopsy, :

LEASE DO - {ER ¥ NEEDED

Coneunrrence of CDRH, Ofﬁcé of Device Evaluation (ODE)

(Division Sign-Of)
Division of Reproduetive, Abdaminal, ENT,
and Radiclogical Devices

510(k) Number: i< o ! 3Jc / 3’
Lt

—~—
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Prescription Use (Per 21 CFR §01.109)

0e0/L10°d  €80-L BY.OE0B0EE |+

BD1.GUY SWSYSAS |ED|peH [UIBY | {mllOd 4

\ fal wetv p ﬁ(;? Z 6’/?

regy:z|

19

80-81{-28G



IB8-d

System!
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION 500

EUPTC3

Intended wse: Diagnostic ultrusound imaging or fluid flow analys1s if the human body as follows:

__Clinical Application

Mode of Operation

General
{Track I only)

Speafic
(Traclks [ & IID)

B

M

PWOTCWD | Color

Doppler

{Spec.)

Combined*

Other*~
(Spec.)

Ophthalmic

Ophthalric

Fetal

Ab.clomi-ukl

[ntra-operative (Spec.)

[ntra-operative (Neuro.)

Laparoscopic

Pediatric

Fetal Imaging
& Other

Small Organ {Spec.)

Neonatal Cephalic

Adult Cephalic

"Trarnis-rectal

Trans vaginal

Trans-urethral

Trans-esoph. {(non-Card.)

Musculo-skel (Convent.)

Musculo-skel, (Superfic.)

Intra-luminal

Qther (spec.}

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.)

Vessel

i’criphera.l

Peripheral vessel

Uther (spec.)

N = new indication, P = previous indication
*No combination modes

*“No other

modes

Additional Comments:

Subseript "a": Includes imaging for guidance of parcutanacus biopsy of abdorainal organs and structures
{including amniocentesis). .

Subseript "b":

Includes imaging of organs and structures axposed during surgerv

axcluding neurpsurgary and laparoscopie procadures),

Subscript "¢ Includes thyroid, parathyroid, braast, scrotum, penia. : ‘ ]
Subscript "d™  Includes thyroid, parathyreid, breast scesbum, penis and imaging for puidance of biopsy.
Subscrpt "e". - Includes imaging for guidance of tranarectsal biopsy.

Subscript " Includes imaging for guidance of transvaginal biopsy.

Subscript "g"!  For pediatric patients, '

Subscrint ¥

LE

h":. Includes imaging for guidance
ASE DONOT

of trangractal biopsy. _

Prescription Use (Per 21 CFR 801.109)
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1§8-4

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System' HI VISION 500
Transducer: BUP-U533

Intended use: Diagnostic ultrasound imaping or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
Ceneral Bpecific B M | PWD | CWD Color Combined* Otherv*
{(Track I only) ATracks I & ITD) Doppler {Spec.) (Spec.)
Ophthalmic [Ophthalmie ]
Fetal
Abdorunal

ntra-opcrative (Spee.

ntra-operative (Neuro.)

Laparogcopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging JAdult Caphallc

& Other  {Trans-ractal ] Ph Ph Ph _Ph Fh Ph

Trung-vaginal

‘Trans-urethral

Truns-asoph. {non-Card.)

Mustula-gkel. {Convant.)

Musculo-skel. {Superfic.)

Intra-luminal

Othar (spec.}

Cardiac Adult.

Cardiac Cardiac Pediatric

Trans-esophaceal {card.)
Other (Epe_c.j

?eriphera] Peripheral vesgel

Vessel Other (ypac.)

N ='new indication, I’ = previous indication : ’
*Combination of each operating mode, B, M, PWD and Color Doppler,
**Amplitude Doppler and Harmonic Imaging.

Additional Cymments: .
Subseript "a“: Includes imaping for guidsnea of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

SubacriptTl;': Includes imapging of organs and structures exposed durine surgery

(excluding neurosurgery and laparoscopic procedures),

Subsentpt "e"! " Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"! Includes thyroid, parathyreid, breast, scrotum, panis and imaging for guidance of biopsy.
Subscript “¢™ _Includes imaging for puidance of trapsrectal biopay. . :

Subseript “":  Includes imaging for puidance of transvaginal biopsy,

Subaeript "n*  For pedisatriec patiants,

Subscript "h"!  Includes imagiug fox puidance of transrectal bio ay. _
REIL C T ON QTHER PAGE T EDED
Concurrence of CDRH, Office of Device Evaluation (ODE)

{Division Sign-0D
Division of Reproductive, Abdominal, ENT,
and Radiological Devices :

51000 Number: [ _ ﬂ{ 3 f / 8‘
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Prescription Use (Per 21 CFR 801.109)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: HI-VISION 500
Transducer: EUP-V3IW

Intended use: Diagnostic ultrasound i unagmg or fluid flow analysm if the human body as followe:

_ ‘Clinical Application Mode of Operation
General Spedific B | M [PWD|CWD Color Combined* | Other**
{Track I only) (Tracks I & III) Doppler (Spec)) {Spec.)
Ophthalmi: [Ophthalmic -
Fatal P P P ] P P P
Abdominal

Intraroperative (Spec.)
Intra-operative (Neuro,)
Laparoseopie

Padiatrie

Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging JAdult Cephalic : '

& Other  |Trans-rectal Pe Pe{ Pe |- Pe Pe Pa
Trans-vaginal P{ PL | Pf - Pf Pf P
Trans-urethral
Trang-esoph. (non-Card }
Musculo-skel. {Convent)
Musculo-skel. (Superfic.)
Intra-luminal
Other (apee.)

Cardiac Adult
Cardiac  {Cardiac Pediatric
[Trans-csophageal (cardy)
Other (spec)

Peripheral * |Peripheral vessel

Vesse] Other (spec.)

N = pew indication, P = previous indication
*Combination of esch operating modé, B, M, PWD and Calor Doppler.
**Amplitude Doppler, Harmonic Imaging and 3D Imaging.

Additional Commenta:
Subscript "a": cludes imaging for guidance of percutaneous biopsy of abdnmmn.l organs and structures
- zmcludmg ammocentesxs) .
Subscript "b" Includes 1ma of orpans and structuras oxposed during su.rzery
. {excluding neurgsurgery and. laparoscopic procedures),
Subscript "¢ Includes tlwroxc . parathyroid, breast, scrotum, penis.
Subscript "d":  Includes _Lvro d, parathyrord, breast, scrotum. penis and imaping for puidance of biopsy.
Subscript "e":__Ineludes imaging for guidance of transrectal biops
Subgeript "', Includes imagihg for guidance of transvaginal bmpsy.
Subseript "g"; _ For pediatric patients, ‘
Subscript "h":  Includes i unngm fur euidance of transrecta.l biopsy.

[4] A
Coneurrence of CDRH. Ofﬁce of Device Evaluatmn (ODE)

(Division Sign-O1D
Division of Reproductive, Abdemingl, ENT,
and Radiological Devices

51000 Number: )C 2 / 951 / 00—

gﬁm/ﬂ

éi'ﬁ' ior Sign. Off)
Devismon of Benr-zluctive, Abdominal,

and Radiologwal Devices —
51K NMumber ,gﬂé_?J /

Preseription Us: (Per 21 CFR 801.109)
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