DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System.
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510(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted
in accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 510(k) number is:

Submitter

Official correspondent :

Date Prepared:

Device name and
classification:

¢ Device Name:

s Classification Name:

e Regulatory Class:

Advanced Instrumentations, Inc.
6800 N.W. 77" Court

Miami, FI 33166

Telephone: 305-477-6331
Fax: 305-477-5351

Registration # 1066270

Jorge Millan, PhD

Email: imillan@hiatec.org
601 West 20 St

Hialeah, FL. 33010
Phone : (305) 925-1260

July 13, 2011

DUS-3000/DUS-3000PIus Digital Ultrasonic
Diagnostic Imaging System

892.1560 System, Imaging, Pulsed echo, Ultrasonic
Product code: IYO

892.1870 Transducer, Ultrasonic, Diagnostic
Product code: |TX

I
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DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System.

Predicate Device:

DUS3/DUS6 Digital Ultrasonic  Diagnostic Imaging System. K091680
Manufacturer: EDAN Instruments

Device Description:

The DUS-3000/DUS-3000PIus Digital Ultrasound Diagnostic Imaging System is a
portable digital ultrasonic diagnostic BAW system applied in ultrasound diagnostic
examination of abdominal, obstetrical, small parts, gynecological, orthopedic,
cardiac, and urological applications.

It is designed to produce ultrasound waves into the body tissue and to present
the returned echo information on the monitor. The resulting information is
displayed in five display modes: B-Mode, 2B-Mode, 4B-Mode, M-Mode or the
combined mode (i.e. B/M-Mode). This system controlled by software is a Track 1
device that employs an array of probes that include linear array, convex linear
array, micro convex linear array, transrectal and transvaginal with a frequency
range of approximately 2.5MHz-10MHz. The system consists of a main unit, a
display and transducers.

Intended Use:

The DUS-3000/DUS-3000PIus Digital Ultrasonic Diagnostic Imaging System is
intended for diagnostic ultrasound imaging analysis in gynecology rooms,
obstetrics rooms, examination rooms, intensive care units, and emergency
rooms. The DUS-3000/DUS-3000PIlus is intended for use by or on the order of a
physician or similarly qualified health care professional for ultrasound evaluation
of Fetus; Abdomen; Pediatrics; Small Organ; Neonatal Cephalic; Cardiology;
Peripheral Vessel, Musculo-skeleton (both Conventional and Superficial);
Urology (including prostate); Transrectal and Transvaginal.

Effectiveness and Safety Contraindications:

Clinical Test
Clinical testing is not required
Non-clinical test:

The following safety standards are conducted on the subject device:
1. |EC 60601-1 Electrical Safety
2. |EC 60601-1-2 Electromagnetic Compatibility
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DUS-3000/DUS-3000P1us Digital Ultrasonic Diagnostic Imaging System.

3. Acoustic output testing as per the guideline "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and
Transducers" dated September 9 2008

4. 1SO 10993-1, ISO 10993-5 and ISO 10993-10

Comparison to the predicate device:

The subject device has similar technology characteristics and has the same
intended use, same material components, same manufacturing process, same
design principle, same electrical classification, same measurement mode and
same accuracy as the predicate device.

Substantially Equivalent Determination:

Verification and validation testing was done on the DUS 3000/DUS-3000Pius
Digital Ultrasonic Diagnostic Imaging System. This premarket notification
submission demonstrates that DUS-3000/DUS-3000Plus Digital Ultrasonic
Diagnostic Imaging System is substantially equivalent to the predicate device.
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Public Health Sarvice

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Advanced nstrumentations, Inc.
Yo lorge Mitlan, Ph.D.
Executive Divector

[haleah tTechnology Center, Inc.
601 West 20 St

FIIALEAHM FL 33010

qEpy 2227 200

Re: K1i2022
Trade/Device Name: DUS-3000/DUS-3000P1us Digital Ulirasonic Diagnostic Imaging System
Regulation Number: 21 CFR §92.1360
Regulation Name: Ultrasonic pulsed echo imaging svstem
Regulatory Class: |1
Product Code: 1YO and I'TX
Dated: September 13, 2011
[Recetved: September 13, 2011

Dear Dr. Millan:

We have reviewed your Section 310(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 legaily marketed predicate devices marketed in
interstate comuerce prior to May 28, 1976, the enacunent daie 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, theretore, markel the device, subject to
the general controls provisions ol the Acl. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manuluciuring practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies 1o the following transducers intended for
use with the DUS-3000/DUS-3000Pius Digital Ultrasonic Diagnostic Imaging Svstem. as

described 1n your premarket notification:

Transducer Model Number .

DUS 3000 PUS 3000 Plus
613 EOLI-1
L.743 L741
C321 L74]

C365-1/C343-1 C321-1

C361-1/C541



[ vour device s classilied (see above) inwo either ¢lass 11 (Special Controls) or class [T (PMA),
it may be subject 1o such additional controls. Existing major regulations affecting vour device
can be tound in the Code of Federal Regulations, Tiule 21, Parts 800 to 895, In addition, FDA
may publish further announcements concerning your device in the Federal Reuister.

Please be advised that FDAs issuance of a substanual equivalence determination does not mean
that FDA has made a determination that vour device complies with other requirements of the Act
ot 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
CEFR Part 807); labeling (21 CI'R Part 801); good manufacturing practice reguirements as set
forth in the quality systems (QS) regulation (21 CIR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 331-342 of'the Act); 21 CFR 1000-1050.

This letter will aliow vou to begin marketing vour device as described in vour premarket
notification. The FDA finding of substantial equivatence of your device 1o a legally marketed
predicate device results in a classification for vour device and thus permits vour device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http//www, tda.gov/Aboutl DA/CentersOftices/ CDREVCDRMOces/uem 1 15809 . him 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” (Z1CFR Part
§07.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CIR Part §03), please go to

Lt/ www. fdagov/MedicalDevices/Safetv/RenortaProblem/default. htm for the CDRH’ s Office
of Survetllance and Biometrics/Division of Postmarket Surverllance.

{f vou have any questions regarding the content of this letter, please contact Lauren Hefner at
(301) 796-6881.

Sincerely Yours,

R

. /“—) -y o ,fij & /
= /4 /’{/;w..,(;, A AL
Mary S. Pasfel. Sc.D.

Director

Division of Radiological Devices

Office of In Viwro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known):

Device Name:

DUS-3000/DUS-3000PIus Digital Ultrasonic Diagnostic Imaging System

Indications for Use:

The DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System is
intended for diagnostic ultrasound imaging analysis in gynecology rooms,
obstetrics rooms, examination rooms, intensive care units, and emergency
rooms. The DUS-3000/DUS-3000PIus is intended for use by or on the order of a
physician or similarly qualified health care professional for ultrasound evaluation
of Fetus; Abdomen; Pediatrics; Small Organ; Neonatal Cephalic; Cardiology:
Peripheral Vessel; Musculo-skeleton (both Conventional and Superficial);
Urology (including prostate); Transrectal and Transvaginal. '

Prescription Use _X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation {ODE)

T, ST/

D (Division §j n-0ff)
Livision of Radiglogical Devices
Ofiice of in vitro Diagnostic Device Evaluation and Salety

sk AL 2072 Page 10of _1__




Digital Ultrasonic Diagnostic Imaging System

510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Digital Ultrasonic Diagnostic Imaging System

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

Maode of Operation

Clinical Application B M | PWD | CWD Color Combined Other*

‘ Doppler {Specify) (Specify)
Ophthalmic
Fetal / Obstetrics N N N
Abdominal N N N
Intra-operative{Specify)
Intra-operative{Neurological)
Laparoscopic
Pediatric N N N
Small Organ (Specify) N N N
Neonatal Cephalic N N N
Adult Cephalic
Transrectal N N N
Transvaginal N N N
Transurethral
Musculo-Skeletal (Conventional) | N N N
Musculo-Skeletal {Superficiall) N N N
Intravascular
Other (specify) .
Cardiac N N N
Intravascular '
Peripheral vascular N N N
Other {specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B + M

(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 801.109) %5 Z_;ﬂ

(Divigion Sign-Offy

Division of Radiological Devices

Office of In Vitro Diagnostic Davice Evaluation and Safety

sk IOV 2027




Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with E613 Transducer

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

Mode of Operation

Clinical Application B M | PWD | CWD Color Combined
Doppler {Specify)

Other*
{Specify)

Ophthalmic

Fetal/ Qbstetrics

Abdominal

Intra-operative{Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatai Cephalic

Adult Cephalic

=
=

Transrectal N

Transvaginal . N N N

Transurethral

Musculo-Skeletal (Conventional)

Musculo-Skeletai {Superficiall)

Intravascular

Other (specify)

Cardiac

Intravascular

Peripheral vascular

Other (specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B + M

(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 801.109}

~ V.. S/Z

(DivisEfign—Off)
Division of Radkological Devices
Office of In Vitre Diagnostic Device Evaluation and Safety

o Al 2022




Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with L743 Transducer

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

Maode of Operation

Clinical Application B M | PWD | CWD Color Combined Other*
Dappler {Specify) {Specify)

Ophthalmic '

Fetal / Obstetrics

Abhdominal

Intra-operative{Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Transrectal N N N

Transvaginal

Transurethral

Musculo-Skeletal {Conventional}

Musculo-Skeletal (Superficiall)

intravascular

Other (specify)

Cardiac

Intravascular

Peripheral vascular

Other {specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode 8 + M

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

Concurrence of CDRH Office of Device Evaluation {ODE}

(Divisigh Sign-Offy
Division of R&diologicat Devices

Cffice of in Vitro Diag nostic Device Evaluation and Safety

o JALIZ077.

Prescription Use (Per 21 CFR 801.109)




Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with L743 Transducer

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

Mode of Operation

Clinical Application B M | PWD | CWD Color Combined Other*
Doppler (Specify) {Specify)

Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative(Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ {Specify) N N N

Neonatal Cephalic N N N

Adult Cephalic

Transrectal

Transvaginal

Transurethral

=
=
=2

Musculo-Skeletal {Conventional)

Musculo-Skeletal (Superficial) N N N

intravascular

Other (specify)

Cardiac

Intravascular

Peripheral vascular N N N

Other {specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B + M

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

] pivlsion of Hadiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K.b_u_a_D_Q A

Prescription Use (Per 21 CFR 801.109)




Digital Ultrasonic Diagnostic Imaging System

510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with C321 Transducer

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

Clinical Application

Mode of Operation

B

M

PWD

cwbD

Color

Doppler

Combined
(Specify)

Other*
{Specify)

Ophthalmic

1 Fetal / Obstetrics

Abdominal

Intra-operative{Specify)

Intra-operative{Neurological)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonata! Cephalic

Adult Cephalic

Transrectal

Transvaginal

Transurethral

Musculo-Skeletal (Conventlonal)

Musculo-Skeletal (Superficiall}

Intravascular

Other (specify)

Cardiac

Intravascular

Peripheral vascular

Other {specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B + M

(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 801.109)

Wy 5 fi!

Dlws:

stmn Sign-Off)

of Radiclogical Devices
Office of In Vitre Diagnostic Device Evaluation and Safety

510K4,H.\H9~0 Q';)t




Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with C363-1 /C343-1 Transducer

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

Mode of Operation
Clinical Application B M | PWD | CWD Color Combined | Other*
Doppler (Specify) (Specify)
Ophthalmic
Fetal / Obstetrics N N N
Abdominal N IN ' N

Intra-operative{Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ {Specify)

Neonatal Cephalic

Adult Cephalic

Transrectal

Transvaginal

Transurethral

Musculo-Skeletal {Conventional)

Musculo-Skeletal (Superficial)

Intravascular

Other {specify)

Cardiac

intravascular

Peripheral vascular

Other (specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B + M

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

Prescription Use (Per 21 CFR 801.109)

Wy 2L

{Dpvision Sign-Of?J o
Division bf Radiciogical Davice
Office of tn Vitro Diagnostic Device Evaluation and Safety

JAII2 02
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Digital Ultrasonic Diagnostic Imaging System

510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus Digital Ultrasonic Diagnostic Imaging System

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

Maode of Operation

Clinical Application B M | PWD | CWD Color Combined Other*
Doppler (Specify) {Specify)

Ophthalmic
Fetal / Obstetrics N N N
Abdominal N N N
Intra-operative(Specify)
Intra-operative(Neurological)
Laparoscopic
Pediatric N N N
Small Organ {Specify) N N N -
Neonatal Cephalic N N N
Adult Cephalic
Transrectal N N N
Transvaginal N N N
Transurethral
Musculo-Skeletal {Conventional) | N N N
Musculo-Skeletal (Superficial) N N N
Intravascular
Other {specify)
Cardiac N N N
Intravascular
Peripheral vascular N N N
Other (specify) :

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B + M

(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 801.109)

) Mo, 5 1S

Office of In Vitro Diagnostic Device Evaluation and Safety

510K

(Divgion Sign-O)
Division of Radiological Devices

AR ISIAISL




Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with E611-1 Transducer

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

Maode of Operation

Clinical Application B M | PWD | CWD Color
Doppler

Combined
(Specify)

Other*
{Specify)

Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative(Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ (Specify}

Neonatal Cephalic

Adult Cephalic

Transrectal N N

=

Transvaginal N N

Transurethral

Musculo-Skeletal (Conventional)

Musculo-Skeletal (Superficiall)

Intravascular

Other {specify)

Cardiac

Intravascular

Peripheral vascular

Other {specify)

N = new indication xx- previously cleared by FDA: £ — added under this appendix

Additional comments: Combined mode 8 + M

(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 801.109)

LY/,

isien Sign-Otf)
DIVISlon f Radiological Devices
Office of In Vitro Diagnastic Device Evaluation and Safety

sk A0




Digital Ultrasonic Diagnostic Imaging Sy'stem
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with L741 Transducer

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

Mode of Operation

Clinical Application B- | M [PWD | CWD Color

Combined
(Specify)

Other* -
(Specify)

Doppler
Ophthalmic '

Fetal / Obstetrics

Abdominal

Intra-operative(Specify)

Intra-operative{Neurological)

Laparoscopic

Pediatric

=
=

Small Organ (Specify)

Neonatal Cephalic N N

Adult Cephalic

Transrectal

Transvaginai

Transurethral

Musculo-Skeletal (Conventional) | N N

Musculo-Skeletal (Superficial) N N

Intravascular

Other (specify}

Cardiac

Intravascular

Peripheral vascular N N

Other (specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B - M

(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 801.109)

%5%,2{/ |

ivision Sign-Of)
Divisigh of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o A L120 95,




Digital Uitrasonic Diagnostic Imaging System
510k Submission '

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with E741 Transducer

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

Mode of Operation

Clinical Application B M PWD | CWD Color Combined Other*
Doppler (Specify) {Specify)

Ophthalmic '

Fetal / Obstetrics

Abdominal

Intra-operative(Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Transrectal N N 1N

Transvaginal

Transurethral

Musculo-Skeletal (Conventional)

Musculo-Skeletal (Superficiall)

Intravascular

Other {specify)

Cardiac

Intravascular

Peripheral vascular

Other (specify)

N = new indication xx- previously cleared by FDA: E —added under this appendix

Additional comments: Combined mode B+ M

{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 801.109)

({Divjien Sign—Orﬁ)De )
Division offRadiclogical Devices
Office of In Vitro Diagppsﬁc Device Evaluation and Safety

12022
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Digital Ultrasonic Diagnostic Imaging System

510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with C321-1 Transducer

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

Clinical Application

Mode of Operation

B

M

PWD

CWD

Color
Doppler

Combined
(Specify)

Other*
(Specify)

Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative(Specify)

Intra-operative(Neurological})

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Transrectal

Transvaginal

Transurethral

Musculo-Skeletal (Conventional)

Musculo-Skeleta! {Superficiall)

Intravascular

Other (specify)

Cardiac

Intravascular

Peripheral vascular

Other (specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B+ M

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

Concurrence of CDRH Office of Device Evaluation {(ODE)

S /Al

(Dividion Sign-Off)
] Division of Radiclcgical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K HHQO@’Q:

Prescription Use (I5er 21 CFR 801.109)




Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with €361-1/€341 Transducer

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

Mode of Operation
Clinical Application B M | PWD | CWD Color Cornbined Other*
Doppler {Specify) (Specify)
Ophthalmic :
Fetal / Qbstetrics N N N
Abdominal N N N

Intra-operative(Specify)

Intra-operative(Neurological)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Transrectal

Transvaginal

Transurethral

Musculo-Skeletal {Conventional)

Musculo-Skeletal (Superficiall)

Intravascular

Other (specify)

Cardiac

intravascular

Peripheral vascular

Other (specify)

N = new indication xx- previously cleared by FDA: E — added under this appendix

Additional comments: Combined mode B+ M

(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 801.109)

Division of Radiological Devices
- Office of In Vitro Diagnostic Device Evaluation and Safety

A0




