
510(k) Summary of Safety and Effectiveness
EPIQ Diagnostic Ultrasound System

This summary of safety and effectiveness information is submitted in accordance with
21CFR §807.92

1. Submitter's name, address, telephone number, contact person.
Philips Ultrasound, Inc.
22100 Bothell Everett Hwy
Bothell, WA 98021-8431861

Contact person: Jessica Stenberg, Regulatory Affairs Specialist
Email: Jessica-Stenberg@philips.com
Tel: (425) 487-7371
Fax: (425) 487-8666

Date prepared: June 27th, 2013

2. Name of the device, including the trade or proprietary name if applicable, the
common or usual name, and the classification name, if known:

Common/usual name: Diagnostic ultrasound system and transducers
Proprietary name: EPIO Ultrasound System

These devices are classified as follows:
Classification Name 21 CFR Section Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasonic Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

As stated in 21 CFR, parts 892.1550, 892.1560, 892.1570, and 892.1750 each of
these generic types of devices have been classified as Class 11.

3. Substantially Equivalent Devices
Philips Ultrasound believes the EPIO Ultrasound System is substantially equivalent to
the following currently marketed devices:

Product I510(k)
Philips iU22 Diagnostic Ultrasound System 1(130499,Kl(21498,K1(93563,K1(42540,

1(030455
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4. Device Description
The EPIO Diagnostic Ultrasound System is a general purpose, software controlled,
diagnostic ultrasound system. Its function is to acquire ultrasound data and to display
the data in various modes of operation.

The device consists of two parts: the system console and the transducers. The system
console contains the user interface, a display, system electronics and optional
peripherals (ECG, printers). in addition to the physical knobs and buttons of the main
control panel, the user interface consists of a touch screen with soft key controls, and a
OWERTY keyboard.

The removable transducers are connected to the system using a standard technology,
multi-pin connectors. The EPIQ system uses standard transducer technology, and
supports phased, linear, curved linear array, TEE, motorized 3D curved linear arrays as
well as non-imaging (pencil) probes.

Clinical data storage consists of a local repository as well as off-line image storage via
the network, DVR, DVD, and USB storage devices. The images are stored in industry-
standard formats (Ex: JPEG, AVI, DICOM) and are intended to be readable using
industry-standard hardware and software. On-line review of the images is available.
Secure access tools are provided to restrict and log access to the clinical data repository
according to HIPAA.

The system circuitry generates an electronic voltage pulse, which is transmitted to the
transducer. In the transducer, a piezo electric array converts the electronic pulse into an
ultrasonic pressure wave. When coupled to the body, the pressure wave transmits
through body tissues. The Doppler functions of the system process the Doppler shift
frequencies from the echoes of moving targets such as blood to detect and graphically
display the Doppler shifts of these tissues as flow.

The EPIC. system gives the operator the ability to measure anatomical structures and
offers analysis packages that provide information used by competent healthcare
professionals to make a diagnosis. The EPIO system enables image guided navigation
and image fusion via the optional PercuNav feature

S. Technological Comparison to Predicate Devices
The EPIQ system is based on the latest technology in circuitry, memory, and essential
hardware. While this hardware is new, the intended use and indications for use of the
device remain unchanged from the Predicate iU22 system (K130499, K(121498, K(093563,
1(042540,K1(30455).
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Both the EPIQ system and the predicate iU22 use both hard and soft keys for operating
controls. On the EPIO system hard keys (knobs, buttons) have been changed to soft
keys.

The EPIO system offers a suite of transducers which have essentialy the same hardware
save the connector. The EPIQ system has a new multipin connector which is compact as
in comparison to the iU22 transducer connectors. The transducers represent the only
patient contact materials of the Ultrasound System. The EPIQ system introduces no
new patient contact materials that have not been previously cleared on the predicate
iU22 system.

The EPIO system is a Track 3 system that employs the same fundamental scientific
technology as the predicate iU22 system.

6. Indications for Use
Abdominal, Cardiac Adult, Cardiac other (Fetal), Cardiac Pediatric, Cerebral Vascular,
Cephalic (Adult), Cephalic (Neonatal), Fetabl/Obstetric, Gynecological, lntraoperative
(Vascular), lntraoperative (Cardiac), Musculoskeletal (Conventional), Musculoskeletal
(Superficial), Other: Urology, Pediatric, Peripheral Vessel, Small Organ (Breast, Thyroid,
Testicle), Transesophageal (Cardiac), Transrectal, Transvaginal.

The clinical environments where the EPIO Diagnostic Ultrasound System can be used
include Clinics, Hospitals, and clinical point-of-care for diagnosis of patients.

7. Safety Considerations
As a track 3 ultrasound device the EPIO Ultrasound System is designed to comply with
the acoustic output display requirements of IEC 60601-2-37 Ed 2.0 (Particular
requirements for the basic safety and essential performance of ultrasonic medical and
monitoring equipment) and IEC 62359, Ed 2.0 (Ultrasonics - Field characterization - Test
methods for the determination of thermal and mechanical indices related to medical
diagnostic ultrasonic fields).

The EPIQ Ultrasound System complies with the referenced standard as well as the FDA
ultrasound specific guidance, Guidance for Industry and FDA Staff - information for
Manufacturers Seeking Marketing Clearance of Diagnostic Ultrasound Systems and
Transducers (September 9, 2008).

The system acoustic output limits are:
* spta.3 !5 720 MW/cm2

* I MI 1.9
*TI !56.0

The system and transducers are compliant to:
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" IEC 60601-1: Medical electrical equipment. General requirements for basic
safety and essential performance, 2005, Amendment 1, 2012

" IEC 60601-1-2 Medical Electrical Equipment - Part 1-2, General
Requirements for Basic Safety and Essential Performance - Collateral
Standard Electromagnetic Compatibility, 2007

* IEC 60601-1-6 Medical Electrical Equipment - Part 1-6, General
Requirements for Basic Safety and Essential Performance - Usability, 2010

* IEC 60601-2-37: Medical electrical equipment. Particular requirements for
the basic safety and essential performance of ultrasonic medical diagnostic
and monitoring equipment, 2007

" IEC 62359, Ultrasonics - Field characterization - Test methods for the
determination of thermal and mechanical indices related to medical
diagnostic ultrasonic fields, 2010

8. Nonclinical Performance Data
Philips Ultrasound performed the following testing to ensure the safety and
effectiveness of the EPIO device:

*Software Verification and Validation

*Non-Clinical Performance Data

*Non-Clinical Tests

" IEC 60601-1: Medical electrical equipment. General requirements for
basic safety and essential performance, 2005, Amendment 1, 2012

* IEC 60601-1-2 Medical Electrical Equipment - Part 1-2, General
Requirements for Basic Safety and Essential Performance - Collateral
Standard Electromagnetic Compatibility, 2007

* IEC 60601-1-6 Medical Electrical Equipment - Part 1-6, General
Requirements for Basic Safety and Essential Performance - Usability,
2010

" IEC 60601-2-37: Medical electrical equipment. Particular requirements
for the basic safety and essential performance of ultrasonic medical
diagnostic and monitoring equipment, 2007

* ISO 10993: Biological evaluation of medical devices.
*Quality assurance measures applied to the system design and development

include, but were not limited to:
* Risk Analysis
* Product Specifications
* Design Reviews
* Verification and Validation
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9. Clinical Data
A clinical trial was not required to demonstrate safety and effectiveness of the EPIQ
Diagnostic Ultrasound System. Clinical validation is unnecessary as EPIO introduces
no new indications for use, no new modes or features that have not been previously
cleared on the identified predicates. The clinical safety and effectiveness of
ultrasound systems with these characteristics are historically accepted for both
predicate and subject devices.

10. Conclusion
The EPIO Ultrasound System and transducers is substantially equivalent in safety and
effectiveness to the predicate devices identified above:
* The predicate devices and EPIQ are indicated for the diagnostic ultrasonic

imaging and fluid flow analysis.
* The predicate devices and EPIO have the same gray-scale and Doppler

capabilities.
* The predicate devices and EPIQ use essentially the same technologies for

imaging, Doppler functions and signal processing.
* The predicate devices and EPIQ have acoustic output levels within the Track 3

FDA limits.
* The predicate devices and EPIQ are manufactured under equivalent quality

systems.
* The predicate devices and EPIO are manufactured of materials with equivalent

bio safety. The materials have been evaluated and found to be safe for this
application.

* The predicate devices and EPIQ are designed and manufactured to the same
electrical and physical safety standards.

514 Performance Standards
There are no Sec. 514 performance standards for this device.

Prescription Status
This is a prescription device. The prescription device statement appears in the labeling.

Sterilization Sites
Not applicable. No components supplied sterile.

Track
This is a Track 3 system

Page 18 of 121



2DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G3609
Silver Spring, MD 20993-0002

August 21, 2013
PHILIPS ULTRASOUND, INC.
C/O MARK JOB
REVIEWER
REGULATORY TECHNOLOGY SERVICES LLC
1394 25TH STREET NW
BUFFALO MN 55313

Re: K132304
Trade/Device Name: EPIQ Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: July 23, 2013
Received: July 29, 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Philips EPIQ Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C5-1 C8-5 C9-2
C10-3v C IO-4ec D2cwc
D2tcd D5cwc 1-12-3
L-12-5 50 L15-7io L18-5
S5-1 S7-3t S8-3
S 12-4 V6-2 X5-1
X6-1 X7-2t



Page 2-Mr. Job

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, 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 (2 1 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
lhttp://%NAV.l'da.Lov/Med icall)eviccs/Rcso)Llrccsfor-Yot/iniduisti-v'/defh~lit.hiti-. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htt):H/wv.fda.gov/MedicalDevices/Safctv /RcportaPr-oblcii/dcfault.httn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistancc at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hittp://www .fda.i,,ov/NMedicaI Devices/Resouircesf'orN'ou/Irncustrv/deIfauLt.1htil.

Sincerely yours,

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

Center for Devices and Radiological Health

Enclosure



510(k) Premarket Notification EPIQ Diagnostic Ultrasound System

Indications for Use

510(k) Number (if known): K 132304

Device Name: Philips EPIO Diagnostic Ultrasound System

Indications for Use:
Fetal/Obstetric
Gynecological

Intra-operative (Vascular, Cardiac)
Abdominal
Pediatric

Small Organ (Breast, Thyroid, Testicle)
Cephalic (Adult, Neonatal)

Trans-rectal
Trans-vaginal

Musculoskeletal (Conventional and Superficial)
Urology

Cardiac (Adult, Pediatric, Fetal, Trans-esophageal)
Fetal Echo

Peripheral Vessel
Vascular (Cerebral)

The clinical environments where the EPIO Diagnostic Ultrasound System can be
used include Clinics, Hospitals, and clinical point-of-care for diagnosis of patients.

Prescription Use -X AND/OIR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart 0) (21 CFR 807 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 Vtro Diagnostic and Radiological Health

510(k) K 132304
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

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

clinical Application Mode of Operation_('includes simultaneous B-mode)

General Specific Color Combined Other
(Track I only) (Tracks I & lit) B M PWVD CWD Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic ____________

Fetal / OB
IN N N IN Note: 1,2,3 Note: S,6,7,8,9,10,12,13,17

Abdominal N N NN Nt:123Note: 5,6,
N N N ote 1,,3 8,9,10,11,12,13,15,16,17

Intra-operative (Cardiac) IN N N N IN Note: 1,2,3 Note: 5,8,9,10,11,12,13
Intra-operative (Vascular) N N IN N Note 1,2,3 Note: 5,8,9.10,11,12.13

Fetal Imaging Laparoscopic

Other Pedtri N IN N N Note: 1,2,3 Note: 5,6,8,9,10.11,12,13,17
Small Organ (breast, thyroid, Note:

tsil)N IN N IN Note 1,2,3

Neonatal Cephalic N N N N Note: 1,2,3 Note: 5,8,9,10,11,12,13,17

Adult Cephalic N N N N Note: 1,2,3 Note: 8,9,10,11,12,13,17

Trans-rectal IdNote:
N N IN IN Note: 1,2,3 1,2151

Trans-vaginal N N IN N Note: 1.2,3 Note:
5,6,78,9,10, t1,12,13,15,17

Trans-urethral

Trans-esoph, (non-Cardiac) __

Musculo-skel, (Conventional) N N N N Note: 1,2,3 Note: 5,6,8,9,10,11,12,13,17

M usculo-skel. (Superficial) IN N IN N Note: 1,2,3 Note: 5,6,8,9,10,11,12,13,17

Intra-luminal

Other: GYN Note:
IN N N N Note: 1,2,3 567 8,910,11,12,13,15,17

Other: Urology N N NNot:123Note:
IN IN N N Note; T7, 5,6,8.9,10,1 1,12,13,15,17

Cardiac Cardiac Adult N N N IN N Note 1,2,3,4 Note: 10,11,12,13,14

Cardiac Pediatric N IN N N N Note: 1,2,3,4 Note: 10,11,12,13,14

Trans-esophageal (Cardiac) N N N N N Note: 1,2,3A Noe 11,12,13,14

Oither (Fetal Echo) N IN N N N Note: 1,2,3,4 Note: 5,,0.12,13.14

Peripheral Peripheral vessel IN N IN N N Note: 1.2,3 Note: 5,65,8,9,101,2,31

Vessel Cerebral vascular N I N IN Note: 1,2,3 Note: 5,6,8,9,10,11,12,13,17

N= newv indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)

Note 1: Combined modes include: B.PWD; B+Color; 8.-Amplitude; Note 10: Harmonic Imaging
8,M

Note 2: Combined modes include: B.-M+Color Note 11: Contrast imaging
Note 3: Combined modes include: B±ColD Note 12: 3D/4D Imaging

B.-Amplitude±PWD
Note 4: Combined modes include: 8+CWD; B+Color+CWD: Note 13: XRES

B.-Amplitude+CWD
Note 5: SoroCT Note 14: TDI

Not 6: Imgn'or guidance of biopsy Note 15: Elastography
N Ote? I nfertilitymonitoring of follicle development Note 16: ElastPO (for Liver)

NoteS8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIQ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ Ultrasound System
Transducer cs-i
intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human bcdy as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)

General Specific B M PD CD Color Combined' Other
(Track I only) (Tracks I & 1ll) B VD CD Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal / OB N N N N Note: 1,2,3 Note: 5,6,7,8,9lo012,13
Abdominal N N I N Nt:123Note: 5,6,8,

N N N Nte: ,2,3 9,10,11,12,13,16.17

lIre-operative (Cardiac)

fintra-operative (Vascular)
Fetal Imaging ILaparoscopi c

& Other Pediatric IN N N IN Note: 1,2,3 Note: 5,16,8,10.11,12,13,17
Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic ____ ____________

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. nron-Cardiac)
Musculo-skel. (Conventional)
Musculo-scel, (Superficial)

Intra-luminal
Other: GYN IN N N N Note: 1,2,3 Noe5.,8911,213

17
Other: Urology IN IN N N Note: 1,2,3 Note: 5,6,8B, 9,10,11,12,13,

17

Cardiac Cardiac Adult

Cardiac Pediatric
Trans-esophageal (Cardiac)
Other (Fetal Echo) NIN N N Note: 1,2,3 NOte 5610,12,13

Peripheral IPeripdheral vessel IN N N IN Note: 1,2,3 Nwot e '6c t t,,,,O1,21,7
Vessel Cerebral vascular

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B-.-WD; BA-Color; B+Amplitude; Note 10: Harmonic Imaging

SiM
Note 2: Combined modes include: B+M+Color Note 11: Contrast imaging

Note 3: Combined modes include: BAColorA-PWD; Note 12: 30/40 Imaging
B-Amplitude+PWD

Note 4: Combined modes include: B-rCWD; B-tColor*CWD; Note 13: XRES
O'-Amplitude+CWDO

Note 5: SonoCT Noe1:Tot
Note 6: Imaging for guidance of biopsy Not i e 15: Elastography
Note 7: infertility monitoring of follicle development Note 16: ElastPQ (for Liver)
NoteS: Panoramic imaging Note 17: PercuNav
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510(k) Premarket Notification .EPLO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIC Ultrasound System
Transducer: C8-5
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ('includes simultaneous 8-mode)
General Specific Colo, Combined* Other

(Track I only) (Tracks I & 1ll) B M PWD CW/D Dopp er (Spec.) (Spec.)
Ophthalmic Ophthalmic,

Fetal / OR
Abdominal N N N N Note 1,2,3 Note: 5,6,8,9.1,111,12,13
Intra-operative (Cardiac) __

Intra-operative (Vascular) __

Fetal Imaging Laparoscopic
& Other Pediatric N N N N Note. 1.2.3 Note 5,6,8,910,11,12.13

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic N N N N Note, 1,2,3 Note: 5,68,910.12.13
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) __ ____________

Musculo-skel. (Conventional) __

Musculo-skel (Superficial)
Intra-luminal

Other: Urology ______

Cardiac Adult
Cardiac Cardiac Pediatric ______________

Trans-esophageal (Cardiac) ____________

Other (Petal Echo) _______ ____________

Peripheral Peripheral vessel N N NN Note 1,2,3 Note: 5,6,8 ,10,11,1213
Vessel Cerebdral Vascular N N NN Note. 1,2,3 Note 5,6,8.9,10.11,12.13

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: B+PWD; 8-sColor; B+Amplitude; Note 10: Harmonic Imaging

B+M
Note 2: Combined modes include: 84-M+Color Note 11: Contrast Imaging
Note 3: Combined modes include: B+Colors-PWU: Note 12: 30/40 Imaging

B+Amplitude+PWD
Note 4: Combined modes include: B+CWD; B±Color±CWD; oe1:XE

B-AmplitudesCWDNoe1,XE

Not 6: Imnrpg for guidance of biopsy Not 1:Eastography
Note 7: Infertility monitoring of follicle development Note 167 ElastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premnarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIG Ultrasound System
Transducer: C9-2
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ('includes simultaneous B-mode)
General Specific Color Combined' Other

(Track I only (Tracks I & Ill) B M PW" cwo Doppler' (Spec.) (Spec.)
Ophthalmic ophhalmiric

Fetal / OR IN N N IN Note. 1,2,3 Note: SAT687,9,10,12,13.

Abdominal IN N N N Note 1,2,3 Note 5,8,9.10,11,12.13,
17

Intra-operative (Cardiac)
I ntra.operative (Vascular) __

Fetal Imaging Laparoscopic
& Other Pediatric N IN IN IN Note. 1.2.3 Note: 56891.11.3

17
Small Organ (breast, thyroid,
testicle)

Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Transesh (nonri
Musculo-skel. (Conventional)
M usculo-skel. (Superficial)
Inran-luminal
Other: GYNN N N Note: 1.2,3 Note. 5,6,8,10,11,12,13.

N N N17
Other: Urology IN N N N Note: 1,2,3 Note: 5,8,9,10.11.12,13,

17
Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other (Fetal Echo) N N N IN Note: 1.2,3 Note: 5,6,10.1,1 3

Peripheral Peripheral vessel IN N IN N Note: 1.2,3 Note 5,6B139, 10,111213

Vessel Cerebral Vascular

N= new indication
Additional Comments:

'Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B+PWD; 8.-Color; B+Amplitude; Note 10: Harmonic Imaging

BtM
Note 2: Combined modes include: R+M+Color Note 11: Contrast Imaging
Note 3: Combined modes include: B+Color4-PWD; Note 12: 3D/4D Imaging

B.-Amplitude.PWD
Note 4: Combined modes include: R+CWD: B+Co-CWDioe1:XE

R.-Amplitude-CWDNoe1:XE
Note 5: SonoC Note 14: TDI

Note 6: Imaging for guidance of biopsy Noe1:Eastography
Note 7: Infertility monitoring of follicle development2 Not6 EatQ(frlv)

NoteS8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ Ultrasound System
Transducer: C1O-3v
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific Color Combined' Other

(Track I only) (Tracks I & Ill) B M PWD CWD Doppler' (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal / 08 N IN IN N Note. 1.2,3 Note
5,6.7.8,9,10.1213.17

Abdominal
intra-oiperative (Cardiac) __

Intra-oiperative (Vascular) __

Fetal Imaging Laparoscopic
& Other PediatricI

Small Organ (breast, thyroid,
* testicle)

Neonatal Cephalic
Adult Cephalic ____ ____________

Trans-rectal
Tranis-vaginal Not:

N N N N Note 1,2,3 5.6,7,8,9.10,11,12,13, 15
17

Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculo-skel. (Conventional)
Musculo-skel. (Superficial) __

Intra-luminal
Other: GYN Note

N N N IN Note 1.2,3 5.6.7,.910,11.12,13,15,
17

Other: Urology Note
IN N N IN Note 1,2,3 5,6,7,8,9,10,11.1213.15

17
Cardfiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Thber (Fetal Echo) N N N IN Note: 1.2,3 Note: 5.6,8,10.12.13

Peripheral Peripheral vessel
Vessel Cerebral Vascular

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)

Note 1: Combined modes include: B+PWD; BA-Color; B±Amplitude; Note 10: Harmonic Imaging
B-tM

Note 2: Combined modes include: BM i-Color - Note 11: Contrast Imaging
Note 3: Combined modes include: B+Color+PWD: Note 12 30/40 Imaging

B+Amplitude+PWO
Note 4: Combined modes include: B-rCWD; 2+Colort.CWD;Noe1,XE

B.AmplitudetCWD Nt 1XE

Note 5: SonoCT Note 14 TDI

NoteS Imgn or guidance of biopsy Note 15: Elastography
Note 7: Infergtily mntoring of follicle development Note 16: ElastPQ (for Liver)

Noe : anraicIgng Note 17: PercuNav
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510(k) Premarket Notification EF'FQ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ ultrasound System
Transducer: CID-4ec
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (-includes simultaneous B-mode)
General Specific Color Comned Other

(Track I only) (Tracks I & Ill) B NI PWD CWD Doppler' (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal / OR N N N N Note 1,2,3 Note: 5,6.8,9,10,1 2,13.17

Abdominal
intra-operative (Cardiac) __

intra-operative (Vascular) __

Fetal Imaging Laparoscopic
& Other Pediatric

Smnall Organ (breast, thyroid,
testicle)
Neonatal Celphalic ____ ____________

Adult Cepli

Trans-rectal N N N IN Note 1,2.3 Note 5.6.7.
8,9.10,11,12,1 3,17

Trans-vaginal N N N N Note. 1.2.3 Note 5.65.7.
________________________ ________ ___________ 8,9,10.11.12,13,17

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Conventional)
Musculo-sket. (Superficial) ____ ____________

Intra-lunlial
Oer: GYN N N N IN Note' 1,2.3 Note

F 5,6,7,8,9,10,11.12,1 3.17
Other: Urology N N N IN Note: 1,2.3 Note:

______________________1__________ 5.6,7,8.9,1011,1213.17

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (Fetal Echo) N N IN N Note: 1.2.3 Note: 5.8.9.10.12,13

Peripheral Peripheral vessel N N N N Note: 1.2.3 Note' 5.6.8.9.10.11.12,13.
17

Vessel Cerebral Vascular

N= new indication
Additional comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B-tPWD; Ri-Color; B+Amnplitude; Nose 10: Harmonic Imaging

B+M
Note 2: Combined modes include: Ri-MiColor Note 11: Contrast Imaging
Note 3: Combined modes include: R+Color'iPWD; 'Note 12: 3D/40 Imaging

B+Amplitude.PWD
Note 4: Combined modes include: B<rWD: Bi-Coor±CWVD: Note 13: XRES

B-'Ampitde+CWD
Note 5: SonoCT Note 14: TDI

Noe : main fr udance of biopsy Note 15: ElastographyNto te?: Inetlt onitoring of follicle development Note 16: ElastPQ (for Liver)
NoteS: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIO Ultrasound System
Transducer: O2cwc
intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific Color Combined' Other

(Track I only) (Tracks I & Ill) B M PWID CWD Doppler. (Spec.) (Spec.)
Ophithalmi Ophthalic

Fetal /OB
Abdominal
Intra-oiperative (Cardiac)
Entra-operative (Vascular)

Fetal Imaging Laparoscopic
& Other Pediatric

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Conventional)
Musculo-skel. (Superficial)
Intra-luminal
Other: GYN _______________

Other: Urology _______ ____________

Cardiac Adult IN
Cardiac Cardiac Pediatric IN

Trans-esophageal (Cardiac)
O5ther (Fetal Echo) _______

Peripheral Peripheral vessel
Vessel Cerebral Vascular

N- new indication
Additional Comments:._____________________________

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: B+PWID; B+Color; B+Amplitude; Note 10; Harmonic Imaging

B+M
Note 2: Combined modes include: R*M+Color Note 11: Contrast Imaging
Note 3: Combined modes include: B+Color+PWD; Note 12: 30/40 Imaging

B#Amplitude+PWD _____________________________

Note 4: Combined modes include: R+CWDC; B+Color4-CWD; Note 13: XRES
B+Amplitude+CWO

Note 5: SonoCT Note 14: TDl
Note2 6: Imaging for guidance of biopsy Note 15: Elastography

Noe7nfertilit moning of follicle development Note 16: ElastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIO Ultrasound System
Transducer: D2tcd
intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ('includes simultaneous B-mode)

General Specific Color Combined' Other
(Track I only) (Tracks I & Ill) B M PWD CWD Doppler- (Spec.) (Spec )

Ophthalmic Ophthalmic

Fetal / OR
Abdominal
Intra-operative (Cardiac) __

Intra-operative (Vascular) __

Fetal Imaging Laparoscopic

& Other Pediatric ____ ____________

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic N
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculo-skel. (Conventional) ____________

Musculo-skel. (Superficial)

Inr-uinal
Other: GYN
Other: Urology _______ ____________

Car diac Adullt'

Cardiac Caac PIati
ITrans-esophageal (Cardiac)

IOther (Fetal Echo) _______ ____________

Peripheral Perinpheral vessel ________________

vessel Ce rebral Vascular J N

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: B-PWD; Bi~clor; B.Amplitude; Note 10: Harmonic Imaging

RiM
Note 2: Combined modes include: BiMI-Color Note 11: Contrast Imaging
Note 3: Combined modes include: R±Colori-PWD; Note 12: 3D/4D Imaging

B+Amplitude.PWD
Note 4: Combined modes include: B#CWVD: Bi-Colori-CWD: Note 13: XRES

R-.Amplitude-.CWD

Note 5: SonoCT Note 14: TDl
Noe6:Iaging for guidance of biopsy Note S:Estgaphy
Noe7 lnertility monitoring of follicle development Noe1: Q~sP (for ivwer)

NoseS8: Panoramic Imaging Nose 17: PercuNav

Page 28 of 121



510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIO Ultrasound System
Transducer: D5cc
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ('includes simultaneous B-rrode)
General Specific Color Combined Other

(Track I only) (Tracks I & Ill) B M PWD CWD Doppler' (Spec.) (Spec.)
Ophthalmic Ophthalmc

Fetal / 08
Abdolminal
Intra-operative (Cardiac)
In-tra-operative (Vascular)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Tran-urethral
Trans-esoph. (non-Cardiac) __

Musculo-skel. (Conventional) __

Musculo-skel. (Superficial)

Intro-lunminal
Other: GYN
Other: Urology __________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (Fetal Echo) _______

PepheralI Peripheral vessel IN ____________

Vesl Crebral Vascular N

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler NoteS9: Color Power Angio (CPA)
Note 1: Combined modes include: B-fPWD; 8+Color; 8-fAmplitude; Note 10: Harmonic Imaging

BtM
Note 2: Combined modes include: BtMi-Color Note 11: Contrast imaging
Note 3: Combined modes include: B+Color-PWD: Note 12: 3D/40 Imaging

B+Amplitude4-PWD
Note 4: Combined modes include: B+CWD; 8+Colori-CWD; Note 13: SIRES

B+Amplilude+CWD _____________________________

Note 5: SonoCT Noe14: TOI
Note 6: imaging for guidance of biopsy Not 1:Eatography
Note 7: Infertility monitoring of follicle development Note 16: ElastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EF'IQ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ Ultrasound System
Transducer: L12-3
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous 2-mode)
General Specific Color Cormbid Other

(Track I only) (Tracks I & 1ll) B M PWD CWD Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal / OR

Abdominal N IN IN IN Note: 1,2.3 Nose: 568910,1 ,3

Intra-operative (Cardiac)
Intra-operative (Vascular)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ (breast, thyroid, N IN N N Note: 1.2.3 Nole. 5,6,89,10,11.12 13.
testicle) 17

Neonatal Cephalic N IN IN N Nose: 1, 23 Noe56891 11 3

Adult Cephalic
Trans-rectal

Tirans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel, (Conventional) IN IN N N Note: 1,2.3 Nose- 5.6.8,9.10.11,12.13,

17

M uscu l-skel. (Superficial) N IN IN N Note: 1,2 3 Note: 5,6,8 910.111213,

I ntra-luminal

IOther: Urgy

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
O6ther (Fetal Echo) ___________________

Peripheral Peripheral vessel N IN IN N Note: 1.2,3 Nole 5.6,8,9.10,11,12,13.
_________________________17

Vessel Cerebral Vascular IN N IN N Note: 1.2,3 Note: 5,6,8,.01123

N= new indication
Additional Comments:

'Color Doppler includes Color Amrplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B+PWD; B-tColor; B±Amplitude; Nose 10: Harmonic Imaging

B*M
Note 2: Combined modes rincue 8M+Color Note 11: Contrast Imaging
Note 3: Combined modes include: S*Color#PWD; Note 12: 3D/4D Imaging

S tAm plitude *PW

Note 4: Combined modes include: B+CWVD; 2+Colr+CDioe1:XE
S*Amplitude-CWO Note 13: XRES _______________________

Note 5: SonocT Note 14: TDl
Note 6: Imaging for guidance of biopsy Note 15: Elastography
Note 7: infertility monitoring of follicle development Note 16: ElastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIO Ultrasound System
Transducer: L12-5 5O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

clinical Application Mode of Operation (*includes simultaneous B-mode)

General Specific 6 M PD C Color Combined' Other
(Track I only) (Tracks I & 111) Doppler' (Spec. (Spec.)

Ophthalmic Ophthalmic

Fetal /02B N N N N Note, 1,2.3 Note: 5 68,9.10,12,13
Abdominal N N N N Note: 1,2,3 Note:

5,69,10,11 1213.15,17
Jntra-operative (Cardiac)
ntra-operative (Vascular) __

Fetal Imaging taparoscopic
& Other Pediatric N N IN N Note 1.2,3 Note: 5.6,8,10.11,12.13,

17
Small Organ (breast, thyroid, N oe123Note:
testicle) IN N NN Nt:123 5,6,8,9.10,11,12.13,15,17

Neonatal Cephalic
Adult Cephalic
Trans-rectal
Tra nt-vagina I

Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculk (Conventional) N N N N Note 1.2.3 Note:
__________________________________ ________ 5 56.3.9.10,11,12.13.17

Musculo-skel. (Superficial) N N N N Note: 1,2,3 Note:
________________________ _________5,6,3,9,10,11,12.13,17

Intra-luiminal
Other: GYN
Other: Urology _______ ____________

Cardiac Cardiac PedInrc
ITrans-esophageal (Cardiac) __

IOther (Fetal Echo)

Peripheral Peripheral vessel N N N IN Note: 1,2,3 Note:
________________________5.6 ,8 .9.10,11,.12, 13 17

Vessel Cerebral Vascular N N N N Note: 1,2,3 Note: 5,6,8,9,1O.11J,I213

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler NoteS9: Color Power Angio (CPA)
Note 1: Combined modes include: O-PWD; D+Color; O+Amplitude; Note 10: Harmonic Imaging

Noe2:Cmbie oe nld:S.M-oo oe1:Cnrs mgn
Note 3: Combined modes include: O*MColorO Note 12: Con/4as Imaging

B*A m plIitudeiP WD
Note 4: Combined modes include: B-.CWD; B+Color.CWD: Note 13: XRES

B tAm plitud e CW

Note 5: SonoC Note 14! TDt
Not 6: Imagin for guidance of biopsy Not I:Easlography

Noe7:Ifertlity mnitoring of follicle development Note 16: F'asiO (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIO Ultrasound System
Transducer: L15-7io
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)

General Specific Color Combined' Other
(rcI ry(TakI&11)B M PWD CWD Doppler' (Spec,) (Spec.)

Ophthalmic Ophthalmic

Fetal / Ott
Abdominal
Intra-operative (Cardiac) N N N N Note 2,23 Note: 5,8,9,10,11,12,13
Intra-operative (Vascular) N N N N Note: 1,2,3 Note: 5,8,9,10,11,12,13

Petal imaging Laparoscopic

& Other Pediatric N N N N Note: 1,2,3 Note: 5,8,9,10,11,12,13
Small Organ (breast, thyroid. N N N N Note: 1,2,3 Note: 5,8,10,11,12,13
testicle)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Conventional) N N N N Note 1,2,3 Note: 5,8,9,10,12,13
M usaculo-skeh. (Superficial) N N N N Note. 1,2,3 Note: 5,8,9,10,12,13

Inr-uinal
Other: GYN
Other: Urology ___________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

O5ther (Fetal Echo) ____________________

Peripheral Peripheral vessel N N N N Note 1,2,3 Note: 5,8,9,10,11,12,13
Vessel Cerebral Vascular N N N N -- Note 1,23 Note: 5,8,9,10,11,12,13

N= new ,ndication
Additional Com ments:

'Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: B-tPWD; Ri-Color; Ri-Amplitude; Note 10: Harmonic Imaging

B-tM
Note 2: Combined modes include: Bi-Mi-olor Note 51: Contrast imaging
Note 3: Combined modes include: Bi-Color-.PW0; Note 12: 30/4D Imaging

Bi-Amplitude.PWD _____________________________

Note 4: Combined modes include: B+CWD; 8+Color-CWD;Noe1:XE
B iAm p litudc+W Not 13:CW

NoteS5: SonoCT Note 14: TDt
Noe6: Iagn frgidance of biopsy Nt15Elstography

Not 7: Infetlt mnitoring Of follicle development Note 16: ElastPO (for Liver)
Note 8: Panoramic imaging Note 17: Perculav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: _____________

System: EPIG ultrasound System
Transducer: L18-5
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific Color Combined' Other

(Track I only) (Tracks I & 1ll) B M PW/D cwo Doper (Spec.) (Spec,)
Ophthalmic Ophthalmic

Fetal /OB N N N N Note: 1,2,3 Note: 5,6,8,9,10.11,12,13
Abdominal N N N N Note 1,2,3 Note:

5,8,9.10.11.12,1 3.17
Intra-operative (Cardiac) __

Intra-operative (Vascular) ___

Fetal Imaging Laparoscopic
& Other Pediatric N N N N Note. 1,2.3 Note: 5,6,8.9,10.11.12.13

Small Organ (breast, thyroid, N N N N Noe 1, ,8,910,1.1357
testicle) N.1Note0 1121313Note:
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethra
Trans-esoph. (non-Cardiac)
Musculo-skel, (conventional)i N N N N Note 1.2,3 Note:SA 5,,.,10,11.12.13
Musculo-skel. (Superficial) N N N N Note. 1,2,3 Note: 5.6,9.10.11,12.13
Intra-lurnial
Other: GYN
Other: Urology _______ ____________

Cardiac Adult
Cardiac cardiac Pediatric

Trans-esophageal (Cardiac)
Other (Fetal Echo) _______ ____________

Peripheral Peripheral vessel N N N IN Note. 1.2.3 Note: 5,65,83,9,10,11,12,13
Vessel Cerebral Vascular N N IN N Note. 1,2,3 Note: 5,6.8,9.10,11,12,13

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: IBA-PWD; BA-Color; B-tAmplitude; Note 10: Harmonic Imaging

BiM
Note 2: Combined modes include: B+M+Color Note 11: Contrast Imaging
Note 3: Combined modes include: B+Color+PWO; Note 12: 30/40 Imaging

B -*A mplitude P WD
Noted4: Combined modes include: Ri-CWD: B+Color+CWD:Noe1:XE

B+Amplitude+CWDNoe1:RE
Note: 5SonoCT Note 14: TDt

Not26 Imagin for gudance of biopsy Note 15: Elastography
Note7Inetly mitoring of follicle development Note 16: ElastPQ (for Liver)

Note B: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIC Ultrasound System
Transducer: 5-1
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous 2-mode)
General Specific Color Combined' Other

(Track I only) (Tracks I & 111) B M PWD CWD Doppler' (Spec.) (Spec)

Ophthalmic Ophthalmic

Fetal /DO N N IN N Note: 1.2,3, Note: 6.8,9,10.12.13. 17
Abdominal N N N N Note: 1.2,3 Nowe: 6.8.9.10,11.12.13.17

Intra-operative (Cardiac)
Intra-operative (Vascular)

Fetal Imaging Lapdaroscopic
& Other Pediacric IN N IN N Note: 1,2,3 Note: 6,8,9,10.11,12.13,

17
Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic IN N N N INote 1.2,3 Note: 8,9,10,11.12,13, 17
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculo-skel, (Conventional)
Musculo-sket. (Superficial) _____________ ____________

Intra-lumnal
Other: GYN ___________

Other: Urology __________________

Cardiac Adult N N N N N Note 1,2.3,4 Note: 10,11,12,13,14, 17
Cardiac Cardiac Pediatric IN N N IN N Note. 1,2.3,4 Note: 10.11,12,13.14,.17

Tr ans-esophageal (Cardiac)
Other (Fetal Echo) N N N IN N Note. 1.2.3.4 Note: 10,13,14

Peripheral Peripheral vessel N N N IN Note 1.2,3 Note: 7;89 1O1 11213

Vessel Cerebral Vascular

N= new indication
Additional Comments: _________________________________

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: 2+PWD; 8+Color; B+Amplitude; Note 10: Harmonic Imaging

B+M
Note 2: Combined modes include: B+MI-Color - Note 11: Contrast Imaging
Note 3: Combined modes include: B-.Color+PWO: Note 12: 3D/4D Imaging

R+Amptitude+PWD
Note 4: Combined modes rincue 8CWD; B.-Color+CWD: Note 13: XRES

B.Amplitude-CWD _____________________________

Notes5: SonoCT Note 14: TDI

Note6j mgn oogiac fbos Nose 15: Elastography
No e 7 Ietlity onitoring of follicle development Note 16: ElastPQ (for Liver)

Note 8: Panoramic Imaging Note 17: Percuia
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIG Ultrasound System
Transducer: 57-3t
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows

Clinical Application Mode of Operation ('includes simultaneous B-mnode)
General Specific Color Combined' Other

(Track I only) (Tracks I & Ill) B M PwVD CWD Doppler' (Spec. I Spec.)

ophthalmic Ophthalmic

Fetal / OR
Abdominal
Intra-oiperative (Cardiac)
I ntra-opberalive (Vascular)

Fetal imaging Laparoscopic
& Other Pediatric

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vtaginal
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Conventional)

Mu~sculho-skel. (Superficial)
Inr-uinal

ther: GIYN
IOther: Urology _______ ____________

Cardiac Car diac Pedi'atric ____________

ITrans-esophageal (Cardiac) N N N N IN Note. 1,2,3,4 Note: 10,.11.1 2.13,14
1Other (Fetal Echo) _______ ____________

Peripheral Peripheral vessel
zessel Cerebral Vascular

N= new indication
Additional Comments:

'Color Doppler includes Color Amplitude Doppler Note 9:Color, Power Anglo (CPA)
Note 1: Combined modes include: B+PWD; B#Color; B+Amplitude; Note 10: Harmonic Imaging

B+M
Note 2: Combined modes include: B+M+Color Note 11: Contrast Imaging
Note 3: Combined modes include: B+Color±PWD; Nt 2 04 mgn

B'-Amplitude+PWD Note______12: _______________Imaging______

Note 4: Combined moudes include: B+CWD; B+Colori-CWD; Note 13: IdlES
Sl.Amplitude+CWD

Note 5: SonoCT Note 14: 101
Note 6: Imaging for guidance of biopsy Note 15: Elatgah
Note 7: Infertility monitoring of follicle development Noe1:EastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: Percula
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510(k) Premarket Notification EPLO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ Ultrasound System
Transducer: S8-3
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific Color Combined Other

(Track I only) (Tracks I & 111) 8 M PWD CWD Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal / 08N N N Note: 1,2,3 Note: 7,9,10,12,13
Abdominal
Intra-operative (Cardiac) __

I ntra-operasive (Vascular)

Fetal Imaging Laparoscopic
& Other Pediatric N N N N Note: 1,2,3 Note: 7,8,10,1 1,12,13

Small Organ (breast, thyroid,
testie)
Neonatal Cephalic N IN N N Note: 1,2,3 Note: 8,10,12,13
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Miusculo-skel. (Conventional)
Musculo-skel. (Superficial)

IIntra-luminal

IOther: GYN
IOther: Urology _______ ____________

Cardiac Adult N N N IN N Note: 1,2,3,4 N otIe: 10,11,12,13,14
Cardiac Cardiac Pediatric N N N N N Note: 1,2,3,4 Note: 10,11,12,13,14

Trans-esophageal (Cardiac)

O5ther (Fetal Echo) _______ ____________

Peripheral Peripheral vessel
Vessel Cerebral Vascular

Ni- new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: B+PWD; Ri-Color; Ri-Amplitude; Nose 10: Harmonic Imaging

B+M
Note 2: Combined modes include: 84-MiColor Note 11: Contrast imaging
Note 3: Combindc modes include: R-iColoriPWD; Note 12: 30/40 Imaging

8+Amplitudei-PWD _____________________________

Note 4: Combined modes Include: Ri-CWD; BvColori-CWD;Noe1.XE
B±Amplitude+CWDNoe1:RE

NoteS: SonoCT Noe1:TDl

Note 6: Imaging frguidance of biopsy Not 15 IElastography
Note 7: Infetlt mntoring of follicle development Note 16: EiastPQ (for Liver)

NoeS anrai Iaing Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5101k) No: ______________

System: EPIQ Ultrasound System
Transducer: 512-4
Intended Use. Diagnostic ultrasound imaging or fluid flow analysis of thehuman body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific ~ ~ ~Color Combined* Other

(Track I only) (Tracks I & Ill) B M PWD CW Doppler' (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal / 08
Abdominal
Inlra-opferative (Cardiac)
I ntra-operative (Vascular)

Fetal imaging Laparoscopic
& Other Pediatric IN N N IN Note; 1,2,3 Note 8.10,11,12.13

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic IN N N N Note: 1,2,3 Note: 8,10,12,13
Adult Cephalit

Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel (Conventional)
Musculo-skel. (Superficial)
Intra-luminal

Ote:GN
Other: Urology _______ ____________

Cardiac Adult IN N IN IN N Note: 1,2,3,4 Note: 11,12.13,14
Cardiac Cardiac Pediatric N N N N IN Note: 1,2,3,4 Note: 11,12,13,14

Trans-esopchageal (Cardiac)
Ocher (Fetal Echo) _______ ____________

Peripheral Peripheral vessel
Vessel Cerebral Vascular

N= new indication
Additional Comments:

'Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angic (CPA)
Note I: Combined modes include: B+PWD; 8-'Color; 81-Amplitude; Noe1:Hr niImgg

Note 2: Combained mo.dest include: B+M±Color Note 11: Contrast Imaging

Note 3: Combined modes include: B#Color#PWD; Note 12: 30/4D Imiaging
B+Amplitude+PWD

Note 4: Combined modes include: B+CWO; B+Color+CWD- oe1:XE
R4-AmplitudeCrlNte1:XE

NoteS5: SenlC Noe14 I~
Note 6Imn for guidance of biopsy Noe15:! Eastography

Noe7: Ifri monitoring of follicle development Note 16: ElastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ Ultrasound System
Transducer: V6-2
intended Use: Diagnostic ultrasound uiaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B M PD CD Color Combined* Other

(Track I only) (Tracks I & Ill) B M PD C Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic _______

Fetal / OR N IN IN IN Note. 1.2,3 Nose: 5,6,8,9,10,11,12,13
Abdominal N IN N IN Note 1.2,3 Note: 5.6,8,9,10.11,12,13
Intra-operative (Cardiac)
I ntra-operative (Vascular)

Fetal Imaging Laparoscopic
& Other Pediatric

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-l. (Conventional)

Musculo-skel, (Superficial)
i ntra-lumninal

Other: GIN
Other: Urology __________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (Fetal Echo) N N NN Note. 1,2,3 Note 5.9,10,11.13

Peripheral Peripheral vessel
Vessel Cerebral Vascular

N= newmndication
Additional Comments:

'Color Doppler includes Color Amplitude Doppler Note 9: Color Power Angio (CPA)
Note 1: Combined modes include: B-ePWD; BClor B.Amplitude; Noe1:Hr niImgg

Note 2: Combined modes include: B+M+Color Note 1t: Contrast Imaging
Note 3: Combined modes include: B+ColrPDcoe12i04 mgn

54-Amplitude+PWD oe1,3D4 mgn

Noted4: Combined modes include: BFCWVD: B+Color+CWD-
8+Amplitude+CWD -Note 13: XRES

Not2 SoC Note_ 14:1i
Noe6'maging for guidance of biopsy Note2 15: Elastography,

Note 7: Infertility monitoring of follicle development Note 16: ElastPQ (for Liver)
NoteS8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EF'lQ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ______________

System: EPIQ Ultrasound System
Transducer: X5-1
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (includes simultaneous B-mode)
General Specific Color Combined* Other

(Track I only) (Tracks [ & Ill) B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _______ ____________

Fetal / OB
Abdominal N N N N Note: 1,2,3 Note: 8,9,10.11.12,13
Intra-operative (Cardiac)
ntra-operative (Vascular)

Fetal Imaging Laparoscopic
& Other Pediatric IN IN N N Note: 1.2,3 Note: 8.9,10.11,12,13

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic N IN N IN Note: 1,2.3 Note: 8,9.10,11,12.13
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Conventional)
Musculo-sl. (Superficial)
Intra-Iuminal
O7ther: CN__________

Other: Urology _______ ____________

Cardiac Adult N N N N N Note. 1.2.3,4 Note 10,11.12,13,14
Cardiac Cardiac Pediatric N N N N IN Note. 1.2.3,4 Note: 10.11,12,13.14

Tr ans-esophageal (Cardiac)
O6ther (Fetal Echo) _______ ____________

Peripheral Peripheral vessel
Vessel Cerebral Vascular

N= new indication
Additional Comments:

*Color Doppler includes Cotor Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B+PWD; BA-Color; B+Amplitude; Note 10: Harmonic Imaging

B+M
Note 2: Combined modes include: B+M+Clo Note 11: Contrast Imaging
Note 3: Combined modes include: B-.Color+PWD; Note 12: 3D/4D Imaging

aA-AmptIfude4-PWD
Note 4: Combined modes include: B+CWD: B+Color±CWD; Nt13XE

B+Amplitude+CWDNoe3:RE
Note S: SonoCT Note 14: TDt
Note 6I: imaging for guidance of biopsy Note 15: Eastography
Note?7: Infertility monitoring of follicle development Note 16: ElastPQ (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNav
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) NoI ______________

System: EPIQ Ultrasound System
Transducer: X<6-1
intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ('Includes simultaneous B-mode)
General Specific Color Combined' Other

(Track I only) (Tracks I & 1ll) B MI PWD CWD Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic __________________

Fetal /0 NB N N IN Note: 1,2.3 Note: 6,8,9,10,12,13
Abdominal N N N IN Note: 1,2,3 Note 6889,10.11,12.1317
Intra-operative (Cardiac) __

Intra-operative (Vascular)
Fetal Imaging Laparoscopic

& Other Pediatrc N N N IN Note 1,2,3 Note:
_________________________ 6.8 ,10.11,12.13,17

Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Aidult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculo-tkel. (Conventional)
Musculo skel. (Superficial)

FIntIra-lu mlnal
Othe~r: GYN IN N N N Note: 1,2,3 Note: .,8 ,10 011,12,13

1Other: Urology _______ ____________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) __

Other (Fetal Echo) _______ ____________

Peripheral Peripheral vessel IN N I N Note: 1.2,3 Note: 6,8.9,10,11.12,13,17
Vessel Cerebral Vascular IN N N N Note' 1,2,3 Note: 6,8.9.10,11,12,13,17

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B-4PWD; B+Color; B+Amplitude; Note 10: Harmonic Imaging

Note?2: Combined modes include: B-s-M+Color, Note 11: Contrast Imaging
Note 3: Combined modes include: B+Color±PWD; Note 12: 3D/40 Imaging

84-Amplitude4-PWD
Note 4: Combined modes include: B+CWO; Bi-Color+CWO; Note 13: XRES

B+Amplitude+CWD

Note 5: SonoCT Note 14: TDI
Note 6: Imaging for guidance of biopsy Noe15: Elastography
Note 7: Infertility monitoring of follicle development Note 1:EastPO (for Liver)
Note 8: Panoramic Imaging Note 17: PercuNay
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510(k) Premarket Notification EPIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No: ____________

System: EPIQ Ultrasound System
Transducer: X7-2t
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (includes simultaneous A-mode)
General Specific Color Combined* Other

(Track I only) (Tracks I& 111) B M PWD CWD Doppler' (Spec)I (Spec)I

Ophthalmic Ophthalmic __________________

Fetal / OB
Abdominal
intra-operative (Cardiac)
ntra-operative (Vascular)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ (breast, thyroid,
testicle)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Conventional)
Musculo-skel. (Superficial)
I ntra-lumiral
Other GYN
Other: Urology ___________________

Cardiac Adult
Cardiac CEardiac Pediatric

Trans-esophageal (Cardiac) N N N IN N Note 1,2,3A4 Note. 10,1112.13.14
_____________Other (Fetal Echo) ______ ____________

Peripheral Peripheral vessel

Vessel Cerebral Vascular

N= new indication
Additional Comments:

*Color Doppler includes Color Amplitude Doppler Note 9: Color Power Anglo (CPA)
Note 1: Combined modes include: B-PWD; Si-Color; Bi-Amplilude; Noe1:Hr niimgg

Note 2: Combined modes include: S-Mi-Color Note 11: Contrast imaging
Note 3: Combined modes include: SiColori-PWVD: oe1:34 mgn

B iA top liu d.+ Not 12 P4 Imain

Note 4: Combined modes include: B+CWD: Bi-Colori-CWD;Noe1:XE
B-iAmplitude-tCWDNoe1:XS

Note 5: SonoCT Note 14: TDI

Notea 6:Iaigfrgidance of biopsy Note 1: Elastography
Not 7:Infeartiility mognitoring of follicle development Noe1:Elias (for Liver)

Note 8: Panoramic Imaging Note 17: PercuNav
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