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

General Information

Applicant: ZONARE Medical Systems, Inc.
420 N. Bernardo Avenue
Mountain View, CA 94043
Contact Person: Dan Bradford
Vice President. Operations
Phone: (650) 316-3113
Facsimile: (650) 967-9056
E-mail: dbradfordi@dzonare.com
Date Prepared: April 24,2014
Trade Name(s): ZS3 Ultrasound System
Z.0ne,, Ultrasound System
Common Name: Diagnostic Ultrasound System with Accessories
Classification: 11 _
Classification Ultrasonic Pulsed Ultrasonic Pulsed Diagnostic Ultrasound
Name(s): Doppler Imaging Echo Imaging System | Transducer
System
Regulation 21 CFR 892.1550 892.1560 892.1570
Number:
Product Code: IYN IYO ITX
Classification Radiology
Panel:
Predicate Devices: | ZONARE’s Z83 Ultrasound System K120703
ZONARE'’s z.one ultra Ultrasound System K101091

Device Description

The ZS3 and z.one,,, Ultrasound Systems (hereafter referred to as-“ZS3 Ultrasound Platform™ or
“Z83” for simplicity) are full-featured, general purpose, software controlled, diagnostic ultrasound
systems used lo acquire and display high-resolution. real-time ultrasound data through multiple
imaging modes. The platform utilizes ZONARE’s patented zone technology which allows the system
to collect more data at one time, thereby optlimizing image quality.

The exam dependent default settings for the ZS3 allows the user to have minimum adjustment for
imaging the patient, while the in depth soft-menu control enables the advanced user to set the system
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based on image appearance preference. The architecture of the ZS3 Ultrasound Platform supports
system integration to a variety of-upgradable options and features. Up to three ZONARE transducers
can be connected to the multi-transducer port permitting easy transducer transition. The ZS3
Ultrasound Platform can be operated on either battery or AC power.

Intended Use

The device is intended for use by a qualitied physician for ultrasound evaluation of Ophthalmic;
Fetal/obstetric, gynecological; Abdominal (renal, GYN/Pelvic; Intra-operative (abdominal, thoracic,
and vascular), Intra-operative neurological; Pediatric: small organ (thyroid, breast. testes, etc), Adult
& Neonatal Cephalic; Trans-rectal. Trans-vaginal. Trans-cranial, Trans-esophageal (non-cardiac and
cardiac); Musculosketal (conventional & superficial); 3D/4D; Cardiac - Adult/ Pediatric/ Fetal; Echo,
Intra-Cardiac; Pelvic; Peripherai vascular; harmonic tissue and contrast imaging and Tissue elasticity.

Comparison of ZONARE Z83 Ultrasound Platform to thé Predicate Devices

Item

Z83 Liltrasound Platform

Z83 and z.one ,,, Ultrasound Systems
{ZONARE Medical Systems) -

283 .
(ZONARE Medical Systems)

z.one ultra and z.one vltra SP
(ZONARE Mcdical Systems)

510(k) Number

Current Submission

K120703

K101091

Intended Use

Diagnostic ultrasound imaging or fluid flow
analysis of the human body.

Same

Same

[ndications tor
Use

The z.0ne,, is intended for use by a qualitied
physician for ultrasound evaluation of Ophthalmic;
Fetal/obstetric. gynecological: Abdominat (renal.
GYN/Pelvie: Intra-operative (abdominal, thoracic,
and vascular). Intra-operative neurological:
Pediatric: small organ (thyroid, breast, testes, etc.),
Adult & Neonatal Cephalic; Trans-rectal, Trans-
vaginal, Trans-cranial, Trans-esophageal (non-
cardiac and cardiac); Musculoskeletal
(conventional & superficial). 3D/4D: Cardiac -

Adult Pediatric/ Fetal: Echo, Imra-Cardiac: Pelvic:

Peripheral vascular;, harmonic tissue and contrast
imaging, and Tissuc elasticity.

Same

Same

Design

Diagnostic zone technology ultrasound based
platform

Same

Same

Safety Standards

TEC 60601-1

[EC 60601-2-37

IEC 60601-1-2

1SO 109931 -3, 10, -12

AlUM, NEMA JD 2, NEMA UD23

Same

Same

Patient Contact
Materials

Cemplies with SO 10993

Same

Same

Mode of
Operations

B-Mode, M-Mode, PWD Mode, CWD, €D Mode,

Elastorgraphy, Contrast Enhanced, 3D/4D, ECG - -

(for cardiac cycle referenced timing only)
Combined Modes include B+CD), B+PW,

Samne

Same
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Item

- 83 Ultrasound Platform

Z83 and z.one ;,, Ultrasound Systems
(ZONARE Medical Systems)

. - VZS83 .
(ZONARE Medical Systems) ,

z.one ulira and z.one ulira SP
(ZONARE Medical Systems)

B+CD+PW, B+M, M+CM, B+CD+M+CM,
B-+Llastoreraphy, B¥CEUS, and + ECG Trace

Measurements B-Mode (2D}: Depth, Distance, Circ/Arca/ Volume Same Same
M-Muode; Depth, Distance, HR
PWD (Manual): Velocity. Velocity Pairs, R1. Accl.
S/, A/B, PI, HR/ PWD {AutoTrace: R, PL, Accl,
§/D, HR, AT, TAMX and TAMN
Principle of Applving high valtage burst to the Piezoclectric Same Same
Operation malerial in the transducer and detect reflected echo
o construct the diagnostic image
Acoustic Output Track 3:MI, TIS, TIC, TIB (TI Range 0-6.0} Same Same
Derated Igpr4: 720mW/em® maximum,
Mechanical Index £ 1.9 maximum or Derated lgppa
< 190 W/em™ max
Ophthalmic use:
TI=Max (TIS_as. TIC}< I
1SPTAZ < 50mW/iem2: and M1 £0.23
Transducer Types | Linear Areay Same Same
Curved Lincar Array
Phased Array
Trans-esophageal
Pencil Probe
Intracavitary
Transducer 1.0-20.0 MIz Same 1.0-14.0 Mtz
Frequency
DICOM Yes Same Same
Compliant
Special | Yes Same Same

Pracedures User
Interface

Display Monttor/

Z83: Color 197 Liquid Crystal Display (LCD)Y/ 2

Color 197 Liguid Crystal

Cart: Same

Monitor Arm arm articulation plus tilt and swivel Display (I.CDY 2 arm Scan Fngine: 5.87 Liquid
2.0ne p,: Color 177 Liquid Crystal Display (LCDY | articulation plus #ilt and Crvstal Display (1.CI?)
Tilt and swivel swivel
Scanner Integrated Same Portablc
Transducer Multi-Transducer Port ( Three) Same Cart: same
Port{s) . Scanner/ Scan Module: One
Dimensions/ Height, max (in operational use) [57.5em (62in}) Same Cart: Same
Weight Height, min (in operational use) 128cm (50.5in)
Fleight min (displayed lower for transport) 104cm Scanner! Scan Module:
(41in) Height: 7.3cm (2.9in) 5.4cm
Width: 51em (21.1in) (2.kn)
Depth: 72em (28.2) Width: 25.7cm
Weight: 63.3kg (1441b) (10.1in)¥22.0cm (8.7}
’ Depth: 25em (9.8in} 25¢m
{9.8in)
Weight: 2.5kg (5.61b)/ 1.6kg
{3.51b)
Power 100-240V options, ~ 50-60Hz, 6A max . Same same

420 N. Bernardo Avenue
Mountain View, CA 94043
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Item i L ZS3 Ultrasound Platform : : 753 z.one ulira and z.one ultra SP
Z83 and z.one . Ulirasound Systems - {ZONARE Medical Systems) (ZONARE Medical Systems)
(ZONARE Medical Systems} i Co ST :

Requirements

Rechargeable Yes {up to 3.0 hour operation per charge) Same same
Battery

Wireless Yes (IECE 802.11b/g. Wi-Fi compliant} Same Same
Capability

Summary of Non-Clinical Testing Performed:

The ZS3 and z.one,,, Ultrasound Systems were tested in accordance with FDA Guidance Document —
Manufacturer’s Seeking Clearance for Ultrasound Systems and Transducers. The following testing
was completed:

Test ' - | Method ' - | Result
Mechanical Verification In accordance with device PASS
performance specifications
Electrical Safety In accordance with IEC 60601-1 | PASS
EMC Testing In accordance with [EC 60601- | PASS
1-2
Thermal and Acoustic Qutput In accordance with [EC 60601- | PASS
2-37
Biocompatibility In accordance with 1ISO 10993 PASS
Cleaning & Disinfection In accordance with FDA PASS
-| Guidance Document
Software Validation & In accordance with 62304 and PASS
Verification FDA Guidance Document
Principles of Software
Validation

NOTE: ZONARE s Z83 Ulirasound Platform and transducers do not require clinical studies to
support the determination of substantial equivalence.

Conclusion

The ZS83 and z.one,,, Ultrasound Systems are substantially equivalent in design, intended use,
principles of operation, technological characteristics and safety features to ZONARE's ZS3 and z.one
ultra Ultrasound Systems. There are no new no new issues of safety and/or effectiveness introduced
by the modification proposed when used as instructed.
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v i
/ DEPARTMENT OF HEALTH & HUMAN SERYICES Public llealth Service

Food and Drug Adminisinstion
£0203 New Hampshire Avenue
Document Comrob Center ~ WOGG-(H00
Silver Spring. MDD 209930002

July 18,2014
LZONARE Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Scrvices 1L1.C
1394 25th Street NW
BUFFALO MN 35313

Re: K141641
Trade/Device Name: 783 and z.oncproe Ultrasound System
Regulation Number: 21 CFR 8921550
Regulation Name: Ulirasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: 1YNOIYOUITX
Dated: June 17, 2014
Received: June 19,2014

Dear Mr. Job:

We have reviewed vour Section 310(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 ol 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 1o the genceral controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufactluring practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI does not evaluate information related to contract liability
warrantics. We remind you. however, that device labeling must be truthful and not misleading.

This determination ol substantial cquivalence applies to the lollowing transducers intended for
use with the 83 and zonepro Ultrasgund System, as described in your premarkcet notification:

Fransducer Model Number

Ca-1 C6-2 C9-3
C10-3 C8-3(3D) Pd-lc
V11-3BL Transducer (off-the-shell) (Endo-Cavity Transducer E9-3)

1:9-4 129-3 (3D) L10-5
LL8-3 1.14-5sp 1.14-5w
1.20-3 P8-3TLL

VIE-PM Part #09-2005 (off the shelf) (1"9-3ic)
A2CW ASCW
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If your device is classified (see above) into either class 11 (Special Controls) or class 111 (PMA),
it may be subject to 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 statules and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (2}
CFR Part 807); labeling (21 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 531-342 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address
http://www.lda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled. "Misbranding by refercnce to premarket notification” (21 CFR Part
807.97). For questions rcgarding the reporting of adverse events under the MDR regulation (21
CFR Part 803). please go lo

http://www.fda.gov/Medical Devices/Salety/ReportaProblem/default.htm for the CDRH’s Office
of Survetllance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)

796-7100 or at its Internet address
http://www.fda.gov/Medical Devices/ResourcesforY ou/Industry/defauit.htm.

Sincerely yours,

ni )

Janine M. Morris
.Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved. OMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k) Number (if known)
Ki41641

Davice Name
Z53 and z.onepro Ulirasound System

Indications for Use {Describe)

The 253 and z.oncpro Ultrasound Systems arc intended for usc by a qualified physician for ultrasound evaluation of
Ophthalmic; Fetal/obstetric, gynccological; Abdominal (renal, GYN/Pclvic; Intra-operative (abdominal, thoracic, and
vascular), Intra-operative neurological; Pediatric: small organ (Ihyroid, breast, testes, etc.), Adult & Neonatal Cephalic;
Trans-rectal, Trans-vaginal, Trans-cranial, Trans-esophageal (non-cardiac and cardiac); Musculoskeletal {conventional &
superficial); 3D/4Dy; Cardiac - Adult/ Pediatric/ Fetal; Echo, Intra-Cardiac; Pelvic; Peripheral vascular; harmonic tissue
and contrast imaging and Tissue elasticity.

Type of Use {Select one or both, as applicable)
4 Prescription Use (Part 21 CFR 801 Subpart D) O3 over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiclogical Health (CDRH) (Signalurs)

fini 1)

This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.”

The burden time for this collection of information is eslimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and & person is not required to raspond lo, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (1/14) Page 1 of 20 PSC Publrainag Servues (1) dd LAt IF

A-3



Table 1.3-1: Diagnostic Ultrasound Indications for Use Form - ZONARE'’s Z83 and
Z.0ney, Ultrasound System

System: 753 and z.onc,,,, Ultrasound Sysicm
Transducer: Svstem Union of all Transducer Types
Intended |se: Diognostic ulirasound imaging or Quid Now onalysis of the human body as follows:
Clinical Application Mode of Operation
General Specilic J Cotor Combined *
[Frack 1 Only) {Tracks | & 3) B M PWDY CWD Doppler' Modes’ Other*
Ophthalmic Ophthalmic P P P P
Feta) ? P P P P P P
Abdominal P [ r I P r [d
Intra-operative 3
(Specity )’ P P P P P P
Intru-uperutive (Newro) | I P p [ y
Laparoscopie
Pediatrie P r I’ [ | P P
Smalt Organ (Thyroid. 5.
Breast, Tesies, e} r r r i r °
Neonatal Cephalic P P P P P P P
. Adul Cephalic [ [ [ [ P [ [
Fetal | &
O:h e MagIng Trans-recial P [ P P P B’
“Trans-vaginal [ P P P P p*
Trans-urethral
Trans-esoph. {non- 3
Card.) P P P 4 P P P
Musculo-sket. sz
(Convemional) P P P P r F
Musculo-skel. X
(Superficial} P P P r g 4
| Intravascular
Other "
(304D and Contrast) r r ! r
Cardizc Adull p' P p p p P P
Cardiac I'ediutric P P r ¥ P # P
Cardiac Intravascular (Cardiac)
s Irans-csoph (Cardiagy | P i’ J I P P P
Intra=vardia¢ B r I N P N
Orher (31)440) P P P P P P
perinheral Vessel L irnpheral Vessl P r P I P P P
srpheral Vess T Other 30ADY P P P P P
N < pew system indication: P ~ previously cleared by FDA S10(ky K10109t or 120703, (51 Jude K031066 & K073709) and {Shenzhen

Mindroy K 123185), E=Added under Appendix L

' includes B-Mode and Hurmonic teontrast) imaging (H1)

* Includes PWD-Mode imaging and Fligh Pulse Repetition Rawe PWD-Made (11PRF)

' Includes Colar Poppler {CD), Dircclional Power Doppler (RP1), and Power NDoppler (P(3)

? Includes B+CD. B~PW_B+CD+PW, B+M, M+CM, B+CD-M~CM, B+Elastorgraphy, RB+CEUS, and + ECG Trace
* Color M-Modc (CM)

* Abdomina! includes renal, G Y N/Pelvic

¥ Intra operative inciude abdominal, thoracic (cardiacy and vascular (PV)

* Freehand tissue efasticity

Prescription Use (Per 21 CFR 801 Subpuan 10

Page 2 of 20



Table 1.3-2: Diagnostic Ultrasound Indications for Use Form — Curvilinear Transducer
C4-1

System: Z53 ond z.one,,., Ultrasound Svsiem

Transducer: Curvilinear Transducer C4-1

Intended ['se: Riagnostic ultrasound imoging or Nuid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific M M pPwE! CWD Color Combined

(N}
{Tracks | Unfvi (Track | & 11 Doppler’ Modes® | e

Qphihalmic Qphthulmic

Fetal P P P N P P
Abdominal® I P P
Intra-opcrative
(Specify)
Intra-operative (Newroy
Laparoscopic
Pediatric P P P P P
Small Qrgon (Vhyroid.
l3reust, Tesles, etc.)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-csoph. (non-
Cord.)
Musculo-shel.
(Conventional ) b P P F
Musculo-skel.
{Superficiul)
Intrnvascular

Other
{3D/4D and Conlrast} P £ F P b

Fetat Imaging &
(her

Cardiac Adult [ K P N P P
Cardiac Pediatric
Imravascular (Cardiac)
Trans-¢soph. (Cardiac)
Inira-cardiac

et (Specify)

Cardiac

Penpheral Vessel
Dhher (Specilvy
N = new indication; P previously cleared by FIDA SINHK) K 101091 & K120703, F=Added under Appendix E
' tncludes B-Mode und Harmuome (contrast) amaging (HD
? Includes PW D-Mode imaging and High Pulse Repettion Rale PWD-Mode (HPRF)

* tncludes Color Doppler cU1), IDwrecional Bawver Doppler tDIMD). and Power Doppler (P

Uincludes B O3 13- PW, B-CIPW. B M. M-CM_13-C'13-M-CM, B Elastorgraphy, B CEUS, and ¢ ECG Trace
* Color M-Mode (UM}

"~ Abdominal includes renal. Y N-Pelvic

? Intra operative mclude abdominal, thoracic (cardiac) and vascular {PY)}

* Frechand tissue clasticily

Penpherat Vessel

Prescription Use (Per 21 CFR 801 Subpart D)
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Table 1.3-3: Diagnostic Ultrasound Indications for Use Form ~ Curvilinear Transducer
C6-2

System: £53 and z one,, Ulirasound System
Transducer: Curvilinear Transducer C6-2
intended Usc: Diagnostic ultrasound imaging or (uid flow anolysis of the buman body as follows:
Clinlcal Application Mode of Operation
Geneml Spevific Color Combined n
(Track | Only) (Tracks 1 & 3) 8 M| PWD ] CWD | e Modest | Oher
Ophihalmic Ophihalmic
Feral P P [ P P [
Abdominai® g p P P P [
Intra-operative
{Specily Y

Inlrg-operalive {Neuro)

|.aparascopic

Pediatric p P P P P B’

Small Organ {Thyroid.
Breast, Tesles, gic.)

Neonatal Cephalic

Fewsl Imaging & Adult Cephalic

Oiber Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-

Card.)

Muscubo-skel

{Conventional)

Musculo-shel.

{Superficial)

Intravascular

Other (Specify)

{ardiac Adull

Cardiag Pediatric

Intravascular (Cardinc)

Trans-¢soph. {Cardiac)

Inra-cardiac

Other (Specify) ‘

Peripheral Vascular P r P P P P

Orher (Specify)

N = new indication: P=previously cleared by FDA S10(k) K 181091 & K120703, E=Added under Appendix E

' Includes B-Mode and Hunnonic {contrast) imaging (H1)

! Inctudes PWO-Mode imaging and High Pulse Repetition Rate PWD-Made (HIPRY)

" Includes Color Doppler (CDY, Directional Power Doppler (NP), and Power Doppler (PT)

4 Includes B+CD, B+PW, B+CHHPW., B+M, M+CM. B+CD+M+CM, B+Elastorgraphy, B+CEUS, and + ECG Trace

* Color M-Mode (CM)

* aAbdominal includes renal, GYN/Pelvie

¥ tntra operative include abdomina), thoracic (cardiac yand vascular [PV

* Frochand tissue elasticny

Cardiac

Peripheral Vessel

Prescription Use (Per 21 CFR 801 Subpan 1)
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Table 1.3-4: Diagnostic Ultrasound Indications for Use Form — Curvilinear Transducer
C9-3

System: Z5) and z.oncu,, Ulirasound System

Transducer: Curvilinenr Transducer C9-3

Iavended bse: | apnostic ulirzsoum imaging of Nuid Bow analvsis of he buman body as fallows:

Clinical Application Mode of Operation

Cienerul Specific B M W CWD Caolor Combined

ik
{I'rack 1 Only ) Ulracks | & 3) Dappler* Modes' (Hther

Ophthalme Ophihalmic

o
-

Fetnl P P P [
Abdominal® P r [ r I P’
:g‘;’;‘iﬁ?‘"“ P P P P P P
Intco-operative { Neuro)}
|.aparoscopic

Pediatric P P p P P P’
Small Organ {Thyreid,
Breast. Tesles. eic.}
Neonatal Cephalic
Fetal Imaging & Aduly Cephalic

(nher Trans-recial
Trans-vaginal
Trans=uretliral
Trans-csoph. {non-
Card.}

Musculo-skel,

|Conventionaly r g P r 1§ P
Musculo-skel. 3
(Superficial) P P P P P P
Intravascular
Qther (Specily)

Cardizc Adult

Cardine Pedistric
Jnravascular (Cardiac)
Trans-¢soph. (Cardiac)
|mrq-cardiac

Other {Specifv)

Cordiac

Penpheral Vascular [ p [ P P r
Other |Speciiy )

Peripheral Vessel

N = new indication: - previously cleared by FLDA $10k ) K102109] & K 120703, £- Added under Appendix £

! Includes B-Maode and Harmonie (contmst) imagrag (H1)

! Includes PWD-Mode imaging and High Pulse Repetition Rte PWD-Made (HPRF)

" Includes Color Doppler (CTY, Directional Pawer Doppler (DPD), and Power Dappler (PD)

Uinchudes B+CD, B+PW, B+CN+PW, B+M, M+CM. BrCD+M+CM, B+Elastorgraphy, B4 CIEUS, and + ECG Trace
* Color M-Mode (CM)

¢ Abdominal includes renat, GYN/Pelvic

" Intra operative include abdominat and vasculur (PV)

* Frechand vissuc clasticity

Prescnption Use (Per 21 CFR 801 Subpan D)
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Table 1.3-5: Diagnostic Ultrasound Indications for Use Form — Curvilinear Transducer
C10-3

System: 253 and 7.oncu,. Ultrasound System

Transducer: Curvilinear Transducer C10-3

Intended Use: Diagnosiic ulirasound imaging or (uid Now analysis of the human body as follows:

Clinleal Application Mode of Operation

Genenal Specific . Color Combined .
(Track 1) (Fracks | & 1) B M| PWDT | CWD | ponnter! Modes* Other*

Ophthalmic Ophihalmic N

Fetal

Abdomina)®

Ima-operative
tspecifvy

<| = |=l=|z
v |=]w
-]
z
=] » |=|7|=
2| =]

Intra-operative { Newro)

l.aparoscopic

Pediatne [§ 1 I N 1’ I [

Small Organ + Thyeed.
Breast, Festes, el

Neonatal Cephalic p P P N [ P P

Adull Cephahe. trans-

Fetn) tmaging & cramal

Onher Trans-reclal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-
Card.)

Musculo-skel.
{Convertionat)

Musculo-skel.
(Superficial}

Inyravascular

(her (Specify )

Cardiac Adult [ P P N [ P P

Curda¢ Pediatne P P [ N P P Y

Imravasculur { Cordiac )

Cardiac Frans-vsoph (ardiac)

Intru-cardiuc

(nher {Specilv)

Peripheral Vascular p 3 p N P P P

Peripheral Vessel

Other (Specity)

N = new indication. P=previously cleared by the FDA 510(k) K12070), E=Added under Appendix E

' Inchudes B-Mode and Harmonic (contrast) imaging (HI)

1 nctudes PW-Mode imaging and Fligh Pulse Repetition Rate PWI-Made (1IPRFY

* tncludes Color Doppler (C1Y), Directional Power Doppler (DP1D). and Power Doppler (P9))

*Includes B O, B+PW. B+CID PW, B+M. M+CM. B+ CD+ M +CM, B+ Elastorgraphy. D CEUS, and + FCG Trace
* Color M-Modc (CM )

* Abdominal includes renak. G YN Pelvee

" Intra operative include abdominal, thorser (cardiac ) and vascular iPY)

*Freehand ussue clastiiciy

Prescripbon Use (Per 21 CFR 801 Subpart 1)
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Table 1.3-6: Diagnostic Ultrasound Indications for Use Form — Curvilinear Transducer
C8-33D)
System: Z53 and z.onc,,., Ultrasound System
Transducer: Curvilinear Transducer C3-3 31
Intended se: Diagnostic ultrasound imaging or fluid flow analysis of the human bedy as follows:
Clinicz) Applicatiog Mode of Operation
General Specifie 2 Color Cothined "
{Track 1) t'I"‘:uvl.'s 1 &3) B M PWD CwD Doppler* Modes' Other”
Ophthalmic Cphthalmic ]
l'ctol P P P P [
Abdonunal® P [ r p P P
Intra-operalive
(Specifyy
Intra-operative { Neuro)
Lapasoscopic
Pediutric P P P 3 p P
Small Organ {Thyroid,
Breast. Testes. ele.)
Neonatal Cephalic
Fetal Imuging & Adult Cephalic
Orher Trans-recial
Irans-vapinat
Trans-urethral
Frans-csoph {non-
Lurd }
Musculu-shel
1Comenlionaly
Mustula-skel
| Superfiwial)
Intravascular
Other 13D/4D) [ P [ P [ (4
Cardiac Adull
Cardine Pediatric
Imravascular {Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac
Other (Specify)
Peripheral Vascular P r r [ P P’
{ther (Specify)
N = new indication; b-previously cleared by FDA 510(k) K101091 & K120703, Y=-Added under Appendix E
: Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWI-Mode imagimp and High Pulse Repetition Rate PWID-Mode {HPRF)
" Includes Color Dappler 1C1), Directivnal Power Duppler (DPDY, and Power Doppler (PD)
4 Includes B+CD, B PW, BeC1HPW, 13+M, M+ CM. B-CD+M +CM, B+ [Elastorgraphy, B+CEUS, and + ECG Troce
' Color M-Mode (M)
¢ Abdominal includes renal, GYN/Pelvic
! Intra operalive include abdominal, thomacic (cardiac) and vascular (PY)
*Frechand tissue clasticity

-

Cardiac

Peripheral Vessel

Prescripiion Use (Per 21 CFR 801 Subpan 1)

Fage 7ol 20



Table 1.3-7; Diagnostic Ultrasound Indications for Use Form — Phase (Sector) Array
Transducer P4-1¢

System:

7353 and z.one,, Ulirasound System

Transducer;

Phase {Secior) Array Transducer Pd-1¢

Intended 1ise:

Dhagnostic ulirasound imaging or Nuid Now snalysis of the human body as follows:

Clinical Applicntion

Mode of Opertion

General
(Track | Only)

Specific
{Tracks | & 3)

i M PwD*

cwo

Color
Doppler'

Combined
Modes'

Other**

Ophthalmic

Ciplithalntic

[etal

Abdominal

=t -

=

Intra-operative
tSpeeify)’

Intra-operative (Neuro)

Laparoscopic

Pediaing

Small Organ 1 Thyroid.
Breast, Testes, vic.)

Neonatal {'epholic

Felal Imaging &

Adult Cephalics truns
crantal

nher

Trans-rectal

Trans-voginal

Trans-ureihral

Trans-esoph. (non-
Card.)

Musculn-skel.
{Conventional)

Musculo-skel.
(Superficial}

Inravascular

Onher LSpecilvy

Cardiae Adul

Cardiae Pedininge

<[]

Inirayaseudar iCardie )

Cardiac

Trans-esoph. {Cardioe )

Intri-cardsig

Other {Contrisst)

P P r

-

Penipheral Vascular

P P P

Peripheral Vessel

Other (Specifvy

N = new indicotion: P=previously cleared by the FDA S10(k)} K101091 or K 120703, E=Added under Appendix £
! Includes B-Mude und Harmonic (contrast) imaging (H1)
? Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

! Includes Color Deppler (CDY, Dircctional Power Doppler (DPD), and Power Doppler (PI3)

Y includes B+CD. B+PW., B+CD+PW, B+M, M+CM. B+CD+M+CM, B+Elastorgraphy, B+CTUS. and + ECG Troce
? Color M-Mode (TM)

* aAbdominal includes renn), G YN/Pelvic
" Intra operative include abdominal, thoracic {cardiac) and vascular {(PV)
*Freehand nssue elasticity

Prescription Vse (Mer

21 CFR 801 Subpant D)

Page R of 20



Table 1.3-8: Diagnostic Ultrasound Indications for Use Form - Shenzhen Mindray Bio-
Medical Electronics Co., Ltd. Model #V11-3BE Transducer {off-the-shelf) (Endo-Cavity

Transducer E9-3)

{|_System: 753 ond z.one,, Ulirasound System

Transducer: Shenzhen Mindroy Bio-Medical Elecironics Cn.. 1.1d. Model #V11-3BE
i I ansducer {ofl-the-shelN { Endo-Cavily Transducer E9-3)

Intended Use: Diagnostic ultrasound imaging or Nuid Row analysis of the human body as follows:

Clinical Application

Mode of Operation

General Speailic W
(Track | Only) {Trach 1 & U1} ¢ M rwo

CWD
Aux

Color
Doppler'

Combined
Modes"

Other* *

QOphthalmic Ophihalmic

Fetal N N N

N

N,

Abdommal

intra-operative
(Speey ¥

Intra-operalive {Newro)

l.aparoscopic

Trediairie

Small Crgan (Thyroid,
Breast. Testes, elc.)

Neonpal Cephalic

Aduli Cephalic

General Trans-reclal N N N

licali
appitcation I'rans-vagins| N N N

| Trans-urcthral

Truns-esoph. (non-
Card. )

Musculo-skel,
(Conventionul)

Musculo-skel.
{Superficial}

Imravascular

Imra-luminal

Other (Specify)

Cardiac Adull

Cordiac Pediatric

Intravascular {Cardiac)

Cardiac Trans-csoph. {Cardiac)

Intra-cardiac

Other | Specify)

Peripheral vascutar

Cri I vascul
Peripheral vascular other (Speatls)

N - new indication: ## previowsly cleared hy FIA Shenzhen Mindray 310(k) K 123185, 13- Added under Appendix 1

! Includes 13-Mode and Harmome (cantrasty imaging (1)

* Ingludes PWD-Made imaging and thgh Pulse Repeunon Rae PWI-Mode (11IPRF)

" Includes Color Poppter (C D, Ihrectional Pawer Doppler { PPN), and Power Doppler (PD)

*Includes B-CD, B-PW. B-C13-PW_B-M, M CM, B-CD*M-CM. B-Elaswrgraphy, B+ CEUS, amd + ECG Trace

* Color M-Muode {Ch1)

" Abdominul imcludes renat. G Y N/Pelvic

7 Intrn operative melude abd I, thoracie teardine) and vascutur (PY)
* Frechund tissue elasticity

Prescription Use (Per 21 CFR 801 Subpant Dy

Page 9 ol 20



Table 1.3-9: Diagnostic Ultrasound Indications for Use Form — Endo-Cavity Transducer

E9%-4

System:

£33 and z one,.., Ulirasound System

Transducer:

Endo-Cavity Transducer £9-4

Intended Use:

Diggnestic ulimsound imaging or Nuid Now anolysis of the kuman boedv o follows:

Clinical Application

Genernl
{Track 1 Only)

Specific
(Fracks 1 & 3)

B M PWD? CWD

Mode of Operaticn

Color
Doppler’

Combined
Modes’

Other™

Ophthalmic

Ophthalmic

[etal

P P P P

4

Ahdominal

Intra-operative
{Specifyy

Intra-operative { Neuro)

Laparascopsc

Pediatric

Smak ¢rgan (FThyroid,
Breast, Testes, etc.)

Neonatal Cephalic

Felal Imaging &

Adul Cephalic

Other

Trans-reclal

Trang-aginal

Trans-urethral

Frans-csoph. (non-
Card.}

Musculo-skel.
(Conventional)

Muscuto-skel
¢t Superlicrl)

Intravascular

Other (Specily)

Cardiac Adult

Cardisic Pediatric

Intravascular (Cardiac)

Cardiac

Truns-esoph. (Catdio)

Inra-Cardiue

Other {Specify)

Peripherul vascular

Peripheral Vessel

Other {Specify)

N = new indication: P=previously cleored by FDA 510{k} K101091 & K120703. E~Added under Appendix E

! Includes B-Mode and Harmonic (contrast) imaging (H])

? Includes PWD-Mode imageng and High Pulse Repetition Rate PWD-Mode (HPRF)

" Includes Color Doppler {CD. Directional Power Doppler {DPD). and Power Doppler (YD)
{includes BICD, BPW, BsCO+PW, BiM, M LM, B+CDvM1CM. B +Elastorgraphy, B+ CEUS, and 4 ECG Troce

* Color M-Mode (CM)

& Abdominal includes renal. G YN/Pelvic
Tioira operative include abdominal, thoracic Leardiac) and vascular (PV)
* Frechand Lissue classicity

Prescripton Use (Per 21 CER 801 Subpan 13

Page 10 ol 20



Table 1.3-10: Diagnostic Ultrasound Indications for Use Form — Endo-Cavity Transducer

E9-3 (3D)

System: . 753 and ¥ ong., Uhmsound Sysiem

Transducer: Endo-Cavity Transducer 139-3 (3N

Intended Use: Diagnostic ulirgsound imaging ur Nuid fow anulvsis of the buman body as Mollows:

Clinlcal Application Mode of Operution

General Spectiiv w ol oM pwiy owWD Color Combined Other™*

{Track 1 Onltv) (Tracks 1 & 3) Doppler’ Modes*

Ophthalmic Cphithishnne

Fetal P P P p p P

Abdominal

Intra-operative
(Specifvy

Intro-operative {Neuro)

Laparoscopic

Pediatric

Small Organ {Thyroid.
Breast, Tesltes, ¢lc.)

Neonatal Cephalic

Fetal Imaging & Adult Cephalic

Onher Trans-recial P r " P P P

Trans-vaginal p p P P P P

Teans-urethral

Trans-csuph | non-
Card )

Musgulueskel
(Convenbional y

Musculu-skel
| Superficial)

Intravascular

Other (310740) 0 P p P P G

Cardiac Adult

Curdiac Pediatric

Intravascular (Cardiac)

Cardiac Trans-esoph. (Cardiac)

Imra-cardiac

rher (Specily )

Peripheral yuscular

Peripheral Vessel

Other (Spoecify)

N = new indication; P=previously ¢leared by FDA S10(K) K 101091 & K120703, E-Added under Appendix E

i Includes B-Mode and Harmomg {contrust) imaging (HH

* Includes PW 12-Maode imuging und High Pulse Repetition Rate PWD-Mode {HPRF)

¥ tneludes Colar Deppler (CDY. Ditectionat Power Doppler {DPD), and Power Doppler {PD)

1 Includes B-CR. B PW, B CLPW. B+M, M-CM, B8:CDM-CM, B Elasiorgraphy, BCEUS, and + ECG Trace
¥ Calor M-Mode (M)

* Abdominal includes renal. GYNiPelvic

¥ Intra operative include abdominal, thoracic (cardiac) and vascular (PV)

* Frechand tissue elasticity

Prescription Use (Per 21 CFR 801 Subpar L)

Page 1) 0¥ 20



Table 1.3-11:

Diagnostic Ultrasound Indications for Use Form — Linear Transducer L10-5

System:

£53 and z.0ne,.,, LHirasound Sysiem

Transducer;

Lincar Transduger L10-5

Intended Use;

Diognostic ulisusound imaging or Nuid flow analysis of the hyman body as follows:

Clinleal Application

Mode of Operation

General
[Track | Only)

Specific
(Tracks 1 & J)

n M PWD!

CWD

Colior
Doppler’

Combined

Modcs'

Other**

hthalmic

Ophthalmic

Fetol

>

Abdominal”

Pi

Intra-operalive
(Specify )’

P!

Imra-operabve (Newrod

= |e{wle
h-)
=] 7 |9|7|©

=] = |v|v]v

Luparoscopic

Pedratnig

=
=
-

-

Small Crgan { Fhytond.
Breust. Tesies, ¢l b

Nuvatah Cephiic

Fetal Imaging &

Adull Cephalig

Cther

Trums-rectal

Trans-vaginal

I'rans-urethral

Trans-esoph. (non-
Card.)

Musculo-skel.
(Conventional)

Musculy-skel.
{Superficial)

Lntravascular

Other {Specify)

Cardiuce Aduli

Cardiac Pediatric

Intruvascudar {Cardiac)

Cardiac

Truns-¢soph (Cardiac)

Intra-cardiac

Other {Specifyv)

Peripheral Vascular

P‘,i

Peripheral Yessel

Other 1Specifvy

N = new indication: P-previously cleared by the FDA SIRK)Y K 101091 & K120703, F- Added under Appendix
: Includes B-Mode and Harmonic {conirast) imaging (11D
* Includes PWD-Mode imaging and | ligh Pulse Repetition Rate PWD-Mode (HPRF)

* Includes Cator Doppler 1C 1), Drreciional Power Doppler ¢ DPD). und Power Doppler (PD)

4 Includes B+CD. B+PW, B-CD+PW. B+ M, M3 CM. B+CD+M» CM. B+Elastorgraphy. B+CEUS. and + ECG Trace
* Color M-Mode (CM)

* Abdominal ingludes renal, G YN Pelvic
7 nira operative includy ubdominal. thoracic (curdioe) and vasculer (1'V)
* Freehand tissue elasticity

Prescription Use (Per 21 CFR 801 Subpan D)

Page 120020



Table 1.3-12: Diagnostic Ultrasound Indications for Use Form — Linear Transducer L8-3

System; 283 and LR, Uliresound Svstem
Transducer: Lineor Teansducer [.8-3

Intended Use:

Diagnastic ultrasound imaging or fluid flow analysis of the human body as fallows:

Clinleal Application

Mode of Operation

Generl
(Track | Only)

Specific
[Tracks | & 3)

] M Pwp*

CwD

Color
Doppler'

Combined
Modes'

Other**

Ophthalmic

Ophthalmic

Feinl Imaging &
Other

Felal

-
-~

P!

Abdominal®

Pl

Inira-uperative
{Specilvy

2| = {w|™

w] ¥ jTvw

P,

Intru-nperative (Neuro)

=f = |OT
=

P!

Laparoscupic

Pediatric

-
-
-

P.‘

Small Organ { Thyroid,
Breost. Testes, elc.)

o

P!l

Neenatal Cephalic

PS

Adult Cephalic

Trans-rectal

Trans-vaginal

‘T runs-urethril

Trans-csoph. (non-
Card )

Muscubs-skel.
(L omentonal)

p!.l

Muscubo-skel
{Superncials

I)!. [}

tmras ascular

Oiher | Specifyv)

Cardiac

Cardiac Aduli

Cardiac Pediatnic

Intruvasgular (Cardinc)

Frans-csoph. (Cardiac)

|imro-cardiac

Other (Specily)

Peripheral Vessel

Peripheral Vascular

Other 1 Specily)

N ~ new indication: P-previously cleared by the FDA 5101k} K 101091 & K120703, E=Added under Appendix F
! Includes B-Made and Harmonic (¢conirast) imaging (HE)
? includes PWN-Mode imaging and High Putse Repeution Rate PWID-Mode (HPRF)

* Inchwdes Color Doppler (CLY), Directional Power Doppler 1DIPD). and Power Doppler (FD)

* Includes B+CD. B> PW, B-CD-I'W. B- M. M+ CM. B-CD+M+CM. B Elastorgraphy, B+CEUS. and + ECG Trace
* Color M-Mude (CM)

* Abdominal ncludes renal. G Y N Pelyv e
" Intra operative include abdonnnal. thormew (eardiac ) and vasculor (PY)
* Frechund tissue elastiony

Preseription Use (Per 20 CFR 801 Subpan 1)

Page 130020



Table 1.3-13; Diagnostic Ultrasound Indications for Use Form - Linear Transducer L14-

Ssp
Systemn: 253 and 7 oney. Ltrasourd System
Transducer: Lincar Transducer 1.14-5sp

Intended tlse:

Daagnostic ulirasound imaging or Muid Now onalysis of the human body as faliows:

Clinical Application

Mode of Operation

General
(Trock 1 Only)

Specitic
(Track 1 & 3

B M| oy

. Color
cwD Dappler*

Combined
Mades’

(nher*"

Ophthalmic

Qpmhalmic

N

I ¢1al

P!

Abdominal”

PS

Inmra-operative
(Specify)’

-l
=] ® {7

<] = [z

=] v 7=z

P!

Intra-operative { Neuro)

- B -t -l 4

Pl

Laparoscopic

Puediatvic

-~
-
-

-

Pi

Small Organ 1 Thyroid.
Breast, Tesles. ete.)

P‘_ | ]

Neonilal Cephalw

P.‘

Feiat Imaging &

Adult Cephalic

her

Trans-recial

Trans-vaginal

Trans-ur¢thral

Trans-¢soph. (non-
Card.)

Muscubo-skel,
{Convemional)

')5. £

Muscuto-skel
{Superficial )

Iniravascular

Chher (Speailv)

Cardiac Adult

Cardiue Vediatre

Intras ascular (Candiach

Cardiac

“Frans-esoph_{Cardiac)

botra-card g

Onher tSpectiv)

Penpherad Vaseular

[ [ r

Pertpheral Vessel

Ouher ( Speciiv)

N = new indication; P-previously ¢leared by the FDA S100k) KI01091 & K 120703, EvAdded under Appendix E
! Includes B-Mude und Hurmoni¢ (vontrast} imaging (H1)
! includes PWD-Mode imaging snd High Pulse Repetition Raie PWD-Mode (HPRF)

¥ Includes Color Doppler (CD), Dircctional Power Doppler (T3PD), and Power Doppler {PD)
* Includes B+CD, B+PW, B+CTI+PW, B+M, M+CM, B+CD+M+CM, B+Flostorgraphy. B+CEUS, end + ECG Trace
! Cotor M-Mode (CM)

¢ Abdomina! inctudes renab, G YN/Pelvic
7 Intra operative include abdominal, thoracic (cordiac) and vascular (PV)
! Frechand tissue elasiicity

Prescription Use (Per 21 CFR BU1 Subpun 1)

Page 14 of 20



Table 1.3-14: Diagnostic Ultrasound Indications for Use Form - Linear Transducer L14-
5w

System; Z53 and z.0n¢y Ulirasound System

Transducer: l.ineor Transducer L 1d-5w

Intended Else:

Diagnostic ultrasound imaging or fluid Now analysis of Lhe hurnan body as loliows:

Clinienl Application

Mode of Operation

General
(Track 1 Only)

Specific
{Tracks | & 3;

CWD Color

B M PWDF Doppler’

Combined
Modes'

Other**

Ophthalmic

Ophihalmic

N N

[Fetal

Abdom nal”

P P P

Intra-opetative
{Specily b

-
o
© 2z

P P )

- [uvZ

Intra-opentive ( Neury

Lsparvscopiv

Pedialne

Small Crgan ¢ Thyrod.
Breast, Tesles, el )

Neonatal {ephalic

Fetal Imaging &

Adul Ccphulil_:L

Onher

Trang-rectal

Trans-vaginal

Trans-urcthral

Trans-¢soph. (non-
Card )

Musculo-skel.
{Conventional)

Musculo-shel,
|Superficial)

Intryvascular (Cardiac)

Cher (Specify )

Cardine Adull

Curdiae Pedisine

Intravascular (Cardiac)

Cardiac

Trns-esoph (Cardiog)

Intra<cardiac

Other {Specitv)

Penipheral Vascular

P L P i

Peripheral Vessel

Other (Specity)

N = new indication; P=previeusly cleared by the FDA 510k K101091 & K120703. E=Added under Appendix E
" Includes B-Mode and Harmuni {conirust) imaging {H1}

1 Includes PW1-Mnode imaging and IHigh Pubse Repetiion Rate PWD-Mode (HPRY)

! Includes Cotor Doppler (121, Mirgetional Power Dappler ¢DPD). and Power Doppler (PD)
1 includes B-CID, B-PW. B-CD-PW, 3 M, M CM, B CD-MCM, B+Elastorgraphy, B+ CEUS, and » FCG Teace
* Color M-Made (CM)

* Abdominal inciudes renal G YN Pelvic
" Intra operative include abdonunal, thoracic (cardiac ) und vascutar (PY)
" Erechand tissue elastiens

Prescription Use (Per 21 CFR 801 Subpan 1)
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Table 1.3-15: Diagnostic Ultrasound Indications for Use Form — Linear Transducer L20-§
System: ZS3 ond £.une,.,, Ulirasound Sysiem
Transducer: Linear Transduccr L20-5
Intended Use: Diagnostic utrasound imaging or Nuid flow analysis of the human body as follows:
| Clinica! Application Mode of Operntion
Generl Specific Color Combined
(Track 1 Only) | cTracks 1 & 3) B Mo | WDl | WD | o Modes' | Other'”
Ophthalmic Ophihalmic N N N N
Fetal E E E E E E
Ahdominal® E 3 E E E E’®
[ntra-operative {Specifv) £ E E E E E’
Intra-operative {Neuro} B E E E E'
Laparoscopic
Pudiminic E [H [ [ [ [
Small Organ (Thyroid, . . - : N
Bryist, Festes. clt‘.) £ L t £ L
Neonutal L cphalic i [ E E E’
Fetal Imaging & Adult Cephalic
Other Trans-redtitl
Transy aginal
fens-urethral
Teans-¢soph inon-Card }
M‘usculu-skel K " E K E g
{Conventional )
Muscule-shel. (Superhvml) | E E E E E E-*
Iniravascular
Intra-luminal
Other (Specyfy )
Cardite Adult
Cardiac Pedialric
X {ntravascular {Cardiac )
Cardiac Trans-esoph. (Curdiag)
Inira-cardiac
Cihes (Specilvy
Peripheral Vaseulur b E E E E E-*
Peripheral Vessel
(hher (Specifv)

N = new indication, P=previously clearcd by she FDA, E~ Added under Appendix €
! In¢ludes B-Mode und Hurmomic (contrast) imaging (H1y
* Includes PWD-Modv imaging and High Pulse Repetition Rate PWI-Mode (HPRF)

Y Includes Color Doppler 1€ 1), Directional Power Doppler (DPD), and Mower Doppler (PD}
* Includes B+CD, B+PW, B+CD+PW, B+M, M+CM, BrCD+M+CM, B+Elastorgraphy, B+CEUS, and + ECG Trace
* Color M-Mode {TM)

* Abdominal includes renol, GYN/Pelvic

? Intra operutive include nbdominal, thoracic (cardiac) and vascular (PV)

* Frechand tissue elasticity

Prescription Use (Per 21 CFR RO Subpurt 1)
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Table 1.3-15: Diagnostic Ultrasound Indications for Use Form ~ Trans-esophageal
Transducer PS-3TEE

System:

253 und £.0nc,. Ulirasound Systcm

Transducer:

Trans-esophageal Transducer PR-ITEL

Intended llse:

Diagnostic ultirasound imaging or fuid Now analysis of the human body os foflows:

Cliotcal Application

Mode of Operation

General
{Truck | Omly}

Specific
{racks 1 & B)

3

M

pwiy

CwWD

Color
Dappler'

Combined
Mudes’

Other™*

Ophthaimic

Uphthalmie

etk

Abdominal

Intra-aperative
{Specify)

Intra-operutive {Neuro}

Laparoscopic
Pediatne

Small Organ { Thyroid,
Breast, Testes, elc. )

Neonatal Cephalic

Fetal Imaging &

Adull Cephalic

Other

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. (non-
Card.}

Musculo-skel.
(Conventional)

Musculo-skel.

(Superlicial)

Intravaseular

Other (Specifv)

Cardiae Adull

Cardiae Pedisnri

Intravascular (Cardwe)

Cardiac

Trans-esoph. (Cardiac)

Pi

totra-cardiac

Other (Specifv)

Periphernl Vessel

Peripheral Vessel

Other (Specify)

N = new indication; P=previously cleared by FDA $10(k) K101091 & K120703, E=Added under Appendix E

! Includes B-Mode und Harmonic (contrast} imaging (H1}

? Includes PW D-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

! Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD}

* Includes B+CD, 3+ PW_ R-CD+PW. B+ M, M+CM, B+C+M+CM, B +Flastorgraphy, B+CFEUS, and + ECG Trace
Y Colar M-Mode (CM)

* abdominal includes rennl, GYN:Pelvic
" lnira operative include abdominal, thoracic (cardiac) and vascular (PV)
*Freehand tissue clusneity

Prescription Use 1Per 21 CFR 801 Subpart )
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Table 1.3-16: Diagnostic Ultrasound Indications for Use Form - St. Jude EP ViewFlex

PLUS ICE Catheter model # VF-PM Part #09-2005 (off the shelf) (P9-3ic)

System:

£33 and 2 onep,, Yltrusound Svsicm

Transducer:

51 Jude EP ViewFlex PLUS ICT: Catheter model # VF-PM Part #0%-20035 (ofT the

shelf) (P9-3ig)

Intended Use;

iagnostic ultrasound imaging or luid flow anolysis of the humian body as foltows:

Clinical Application

Moade of Dperniion

General
{Track | Only )

Specilic
{'I'racks | & 3}

B M

PWIY

. Color
CWD Doppler'

Combined
Modes®

Other**

Ophihalmic

Cpluhalmie

Felal

Abdominal

{mra-cperative
{Specify)

Intra-operative  Neurn)

lLaparoscupi

edratric

Small Organ (Vhyroad,
fireast. Tesies, eic )

Nvortal ¢Ceghalic

Feta Imaging &

Adull Cephalwe

(ther

' rana-rechil

T'runs-vaginal

I'runs-urethral

Trans-¢soph. (non-
Card.)

Musculo-skel.
{Conventional)

Musculo-skel.

(Superficial)

|niravascular

(xher (Specify)

Curdize Adult

Cardiac Pediatric

Intravascular {Cardiac)

Cardiac

Truns-esoph (Cardise)

Inira-cardiac

(Ot (Speaily )

Penipheral vitseulur

Peripheral Vessel

Unher (Spevily

N — new indication: [P -previously cleared by FIDA 5100k K 101081 & K 120703, (St Jude KO3 066 & KO73709); E-Added under Appendix E
" ngludes 13-Mocde and Hurmonie (contrist ) maging (H1}
* Includes PWI-Mode imuging and High Pukse Repetition Rue PW1D-Mode (HPRE)

! Includes Color Doppler (C11, Directonal Power Doppler (DPD), and Power Doppler (PL}
T includes B-CD, B-PW, B-CD - PW. B+=M. M-CM. B-CI2 M +CM, 3 +Flasiorgraphy, B+CRUS, and + ECG Trace
* Colar M-Mode (CM)

* Abdominal includes renal. (Y N-Pelvic
* Intea opermive include abdominal. thoracic (cardiac ) and vascular (PV}
* Frcehand tissue clasticity

Prescripion tse ¢Per 21 CFR 301 Subpan D)
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Table 1.3-17: Diagnostic Ultrasound Indications for Use Form — A2CW (Common name

Pencil Probe)
System: 253 and z.one,,., Ultrasound Svslem
Transducer: A2CW (Common name Pencil Probe)

Intended Uses

Diagrostic ultrasound imaging or fluid flow analysis of the human body os follows:

Clinlcal Application

Mode of Operation

General
{Track 1 Only)

Specific
iI'racks 1 & 3)

B M PwD? CWD

Color
Doppler’

Combined
Mades'

Other'*

Ophthalmic

Ophihalmic

lietal

Abdominsl

Intra-operanne
(Speaify ¥

InLra-operwtive { Neuro)

Laparoscopic

Pediatri¢

Small Organ { Thyrond,
I3reast, Testes, eic.)

Neonatal Cephalic

Fetal Imaging &
(nher

|_Adult Cephalic

Trans-reclut

Trans-vaginal

Trans-urcthral

Trans-csoph (non-
Card }

Musculbieshel
LU omventonil )

Musculosakel
tSuperficiul)

Imiravascular

Uther | Speetly)

Cardiac Adult

Cardiay Pediatric

Intrnvascular {Cardiac)

Cardiac

Trans-esoph (Cordiac)

Intra-cordiae

Diher (Specily)

Peripheral vascular

Peripheral Vessel

Uther (Specify)

N = new indication; P--previously cleared by FDA 510(k) K 101091 E-Added under Appendix E
" Includes B-Mode and Harmanic { conirast) imagmg (H1}
? Includes PWI-Mode imaging and High Pulse Repetition Rate PW-Mode (HPRF)

* Includes Color Doppler (C13, Directional Pawer Doppler {DPD), and Power Dopplet {PD)
lncludes B C1 B-PW, B-C0PW. HoM M- CM BCD M-

* Colar M-Mode tCM)

* Abdamina! includes renal. GY N/Pelvic
7 Intra operalive include abdominal. thoracic (cardiac) and vascular IPY}
*Frechand tissue clasticity

Prescripion Use £ Per 21 CFR 301 Subpan I
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Table 1.3-18: Diagnostic Ultrasound Indications for Use Form — ASCW (Common name

Pencil Probe)

System:

253 and ¢ oney,., 1 Mirasound Sysiem

Transducer:

ASCW (Commaon name Penct] Probe)

Infended Use:

Lnagnusiee whirasound imaginge or Nuid flow analysis ol the bumun body as follows:

Clinical Application

Mode of Operation

General
(Track ) Only)

Speciiic
tlracks | & 3

] M Wiy

, Color
WD Doppler’

Combined
Mades’

Other*"

( iphihalnue

Ophihalmic

Fetal

Abdominal

Intra-cperative
(Specify )’

Intro-operative (Neurn)

Laparoscopic

Pediotric

Smakt Organ (Thyrowd.
Breast, Testes, etc.)

Neonatal Cephalic

Felal Imaging & Adult Cephalic

Other Truns-rectal

Trans-y aginal

Trns-urcthral

Trans-esoph tnon-
Card.)

Musculn-skel
{Convennional)

Muzculo-skel.
(Superhiciz))

intravascular

Orher (Specify )

Lardiac Adult

Curdiae Pedhaing

Intravascular {Cardiac)

Cordiac Trans-csoph. (Cordiac)

intra-cardiag

Cnher (Spevify

Penipheral suscub

Peripheral Vessel -
eripheral vesse Uther Specih ¢

N - new indication, I -previously cleared by FDA $HO(R) K 101091 E--Added under Appendix E
! Inciudes B-Mode and Harmomic (contrast) imaging tHD
! Includes PWD-Made imaging and 1hgh Pulse Repetition Rute PWD-Mode (HPRF)

" Includes Color Doppler (CL). Directional Pawer Doppler (DPD), and Power Doppler (PD)
*includes B1CD, B+ PW_ B1CD1PW, B- M, M CM, BrCD+MtCM, B rElastorgraphy, B+ CEUS. and 1+ ECG Troce

* Color M-Mode (CM)
¢ Abdominal inciudes renal, GY NiPelvie

? Intra operative inctude abdominal. thomcic tcardiac) and vascular (PV)

* Freehand tissue clasticuy

Prescnption Lse (Per 21 CFR 801 Subpart 1))
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