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Phone: (423) 282-5919
Fax: (423) 282-6320

Contact Person: Al Sandy

Date of Summary: Date

Trade/Proprietary Name: Orison Embrace System

Classification Name: Transducer, Ultrasonic, Diagnostic

Product Code: ITX
IYO

Intended Use: The Orison Embrace is indicated for use as an
adjunct to mammography for B-mode ultrasonic
imaging of the patients breast when used with an
automatic scanning linear array transducer.

Device Description:
The EmbraceTM 3D Ultrasound Tomography System is an easy to use diagnostic
ultrasound system to be used as an adjunct to mammography for imaging a patient's
breast. Ultrasound images are acquired using a general purpose ultrasound system
capable of B-mode imaging in conjunction with an automatic scanning concave
transducer. The acquired images are reconstructed using 3-D visualization software at a
separate clinical review workstation.

Predicate Device: ABUS U-Systems - K052355
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Substantial Equivelance:

Orison Corporation claims the proposed device to be substantially equivalent to the
device prevuousley cleared by FDA in K052355. Orison Corporation claims this
equivalence because the proposed device has an equivalent intended use, manufacturing
materials, operating principles, and physical, operational specifications as compared to
the predicate device.

The Orison Embrace System will be used with the Sonix Ultrasound Scanner System
manufactured by Ultrasonix Medical Corporation. The Sonix System has already been
cleared by the FDA under K061827.

The following non-clinical tests have been completed:
* Acoustic output testing-Meets the standard for Global Maximum Output
* System Verification and Validation Testing (Embrace-TPD-0008 Rev A

and Embrace TPR-0006 Rev A) Testing was done using a phantom breast
with a known number of cystic masses (6) randomly positioned. All 12
masses were successfully identified.

Results indicate that the Embrace System is substantially equivalent to the listed
predicate device.

The similarities and differences between the proposed and predicate devices has been
identified and explained in the Cpmparison Matrix which has been included in Section 9
of this submission. Additionally, this matrix is included as an attachment to the 510(k)
summary. These differences have no effect on safety and effectiveness.
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Indications for Use

510(k) Number (if known): 2 272 277
Device Name: Orison Embrace System

Indications for Use:

The Orison Embrace is indicated for use as an adjunct to mammography for B-mode ultrasonic
imaging of the patients breast when used with an automatic scanning linear array transducer.

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 Subpart D) , & ND/OR (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) Page 1 of 1
Division of Reproductive, Abdominal,
;d adA I~tCA Devices72'7
5 b 6,k) Number vies
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Appendix F

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer

Orison Embrace System

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

Mode of Operation

Clinical Application Color Amplitude Color
A B~~+ W+ WD Velocity ~~Combined Other

Doppler Doppler Imaging (specify) (specify)

Ophthalmic
Fetal
Abdominal
Intmoperative
(specify)
Intraoperative
Neurological
Pediatric
Small Organ (Breast) N

Neonatal Cephalic
Adult CephalicI
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
MSK Conventional
MSK Superficial
Other (specify)

N = new indication; P = previously cleared

Additional Comments: The Orison Embrace System is intended for B-Mode Ultrasonic imaging
of a patient's breast.

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

Prescription Use (Per 2,I CFR 801.109)

tAO-

Divisimn of Reproductive, Abdominal. A
adRadijolgicSI Devices

510(k) Number
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Appendix F

Diagnostic Ultrasound Indications for Use Form
Fill out one form for each ultrasound system and each transducer

Orison Embrace Probe

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

Mode of Operation

Clinical Application Col Color Combined Othe
A B M Colr Amp litudeV Combined Other

Doppler Doppler Imaging (specify) (specify)

Ophthalmic
Fetal
Abdominal
Intraoperative
(specify)
Intraoperative
Neurological
Pediatric
Small Organ (Breast) - N
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
MSK Conventional
MSK Superficial
Other (specify) (*3)

N = new indication; P = previously cleared

Additional Comments: The Orison Embrace Probe is intended for B-Mode Ultrasonic imaging of
a patient's breast.

(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 Sign-Off)
Division of Reproductive, Abdominal,
and! Radiological Devices
510(k) Number ,
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