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510(k) Summary AR = 5 201

This summary of 510(k) safety and effectiveness information is provided in accordance

with the requirements of SMDA 1990 and 21 CFR 807.92(c).

The assigned 510(k) number is: K092907

1. 510(k) Owner:
Shantou Institute of Ultrasonic Instruments Co., Ltd. (SIUT)

717 Jinsha Road, Shantou, Guangdong 515041, China
Tel: 86-754-88250150 Fax: 86-754-88251499

Contact Person:

Flower Cai
Shantou Institute of Ultrasonic Instruments Co., Ltd.
77 Jinsha Road, Shantou, Guangdong 515041, China

Date Prepared: February 4, 2010

2. Device/Trade Name:
CTS-8800 Digital Ultrasound Imaging System

Classification iﬁame:

Regulatory Class: II

Ultrasonic Pulsed Doppler Imaging System 90-IYN (per 21 CFR 892.1550)
Ultrasonic Pulsed Echo Imaging System  90-IYO (per 21 CFR 892.1560)
Diagnostic Ultrasound Transducer 90-ITX (per 21 CFR 892.1570)
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SIUI CTS-8800
Digital Ultrasound Imaging System

3. Predicate Device:
The subject device is substantially equivalent to the device currently having FDA 510(k)
clearance Ultrasonix Ergosonix 500 Ultrasound Scanner (K042326) with respect to

intended use, principles of operation and technological characteristics,

4. Device Description:
The SIUI CTS-8800 is a Digital Ultrasound Imagmg System capable of the. following

operating modes 2D (B mode), M, Doppler (PWD mode), Color (CFM mode) and 3D. The
system is designed for use in Imear, convex, phased array and 3D scanning modes and
supports linear, convex, phased array and 3D transducers. The system has cine review,
image zoom, measurements and calculations, image storage and review, printing and

recording capabilities.

5. Intended Use: °

The device is intended for ultrasonic pulsed echo imaging and measurement for abdominal,

pediatric, small organs, musculo-skeletal, cardiac and peripheral vascular applications.

6. Safety Considerations:

The CTS-8800 Digital Ultrasound Imaging System has been tested per the FDA Guidance
document “Information for Manufacturers Seeking Marketing Clearance of Diagnostic
Ultrasound Systems and Transducers” tssued in September:2008. The acoustic output is
measured and calculated per NEMA UD 2 Acoustic Output Measurement Standard for
Diagnostic Ultrasound Equnpment 2004. The device conforms to applicable medlcal
device safety standards, such as [EC 60601-1, ISO10993-5 and ISO 10993-10.

7. Conelusion;
The conclusions drawn from testing of the CTS-8800 Digital Ultrasound Imaging System
demonstrates that the device is as safe and effective as the legally marketed predicate

device,
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10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

Shantou Institute of Ultrasonic Instruments Co., Ltd. (SIUI)
% Mr. Bob Leiker

QRS Representative

Quality and Regulatory Services, Inc.

7263 Cronin Circle

DUBLIN CA 94568

Re: K092907
Trade/Device Name: CTS-8800 Digital Ultrasound Imaging System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: February 4, 2010
Received: February 16, 2010

Dear Mr. Leiker:
This letter corrects our substantially equivalent letter of March 5, 2010.

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

This determination of substantial equivalence applies to the following transducers intended for
use with the CTS-8800 Digital Ultrasound Imaging System, as described in your premarket
notification:

Transducer Model Number

Convex Array C3L60G
Linear Array L7L38G
Convex Array 4DL40G
Phased Array P3F14G
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If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

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

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http:/www.fda.gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely yours,

»

Donald St. Pierre

Acting Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)
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SIUI CTS-8800
Digital Ultrasound Imaging System

Indications for Use Statement

510(k) Number (if known): K092907

Device Name:

CTS-8800 Digital Ultrasound Imaging System with
Convex Array Transducer C3L60G

Linear Array Transducer L7L38G

Convex Array Transducer 4DL40G

Phased Array Transducer P3F14G

Indications for Use:
Diagnostic ultrasonic imaging for ebdominal, pediatric, small argan, musculo-skeletal, cardi <,

peripheral vascular applications in B, M, PWD, Color Doppler and 3D imaging modes.

Prescription Use
( (Part 21 CFR 801 Subpart D)

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

e ——1
e ——— ——— =t

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OXVD)

—Z"Aim%eryr"

Divislon of Radiologlcal Devices
Offica of I Vilro Diagnostic Device Evatuation and Safety

o Lo JA092907)
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NO. 1800 P. 4/8
$1U1 CTS-8800
Digital Ulirasound Imaging System
Diagnostic Ultrasound Indications for Use Form
3.1 System Indications for Usc Form System: CTS-8800
Clinical Application Mode of Operation
General Specific B [M|PWD |CWD | Color Combined | O: er*
(Track 1 Only) | (Tracks 1 & 3) Dopplor | (Specify) (S ceify)
Ophthalmic Ophthalmic
Fetal N|N N
Abdominal N|N N N N
Intra-operative (Specify)
Inwa-operative (Neuro)
Leparoscopi¢
Fetal Pediatric NIN N N
Imaging Small Organ (Specify) Ni{N| N N
& Other Neonatal Cophalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Truns-esoph. (non-Card.)
Musculo-skeleral N|N N N
gConveutiong'l)
Musculo-skeletal N|N N N
(Superficial)
Inwravasculor
Orher (Specify) N|N N N N
Cardisc Adult NIN N N
Curdiac Cardiac Pediatric N|N N N
Intravascular (Cardiac)
Trans-esoph. (Cardiac)
latra-cardiac
Other (Spécify)
Peripheral Pcripheral vesscl N[N N N
Vessel Other (Specily)
= new indicarion: P = previously cleared by FDA ;= cd under this appendix
* Other mades of gperation inginde: 3-D Imoging;
Additional Co ts: Other uses jnclude: P K (8)
ipcludc; id, Test st
Prescription Usc (Per 2) CFR 801.109)
{Divislon &
DMisien of Radiol umom
Offica of (n Vive Dipgnostic Evaluation and Safety
510K A ('7 qa cl 0'-]
TAB 3 Indicutions For Use Page2 of 6
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SIUI CTS-8800

Digital Ultrasound imaging System

NO. 1800

P. 5/8

Diagnostic Ultrasound Indications for Use Form

3.2 Transducer Indications for Use Form Trapsducer: Convex Array C3L60G

.
Clinical Application

Mode of Operation

Goneral
(Track 1 Only)

Specific
(Traeks 1&3)

B |M|[PWD | CWD | Color

Doppler

Combined
(Specify)

ot er*
(Sy wify)

Ophthalmic

.
FOphthalm-i?

Fetal
Imaging
& Other

Fetal

z
b

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Orgen (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

“Trans-vaginal

Trans-urcthral

Trans-esoph. (noa-Card.)

Musculo-skeleral
(Conventional)

Musculo-skeletal
(Superdicial)

Intravascular

Other (Specify)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph, (Cardiac)

Intra-cardiac

Other (Specily)

Perigheral vessel

Othcr (Speclfy)

(4
dditional Comments: Other uses inc

Prescription Use (Per 21 CFR 801.109)

TARBS

WY ar—

e+ Prostgte. Kidney, Utcrus,

(Division SIgnm

Division ot Aadiolcgicat Davices
Offica of In Vitro Diagnostic Devica Evaluation and Safety

S10K

KWEE2 90

lodications For Use
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NO. 1800 P. 6/8
$1UI CTS-4800
Digital Ulirasound Imaging Sysiem
Diagnostic Ultrasound Indications for Use Form
3.3 Transducer Indications for Use Form Trunsducer: Linear Array L7L38G
Clinical Application Mode of Operation
General Specific B |M |PWD | CWD | Color Combined | Ot o*
(Track 1 Only) | (Xvacks 1 &3) Doppler | (Specify) (S cify)
Ophhalmic Ophthalmic
Feral
Abdominal
Intre-operative (Specify)
Intra-operative (Neuro)
Laperoscopic
Fetal Pediarric N|N N N
Imaging Small Organ (Specify) N|[N| N N
& Other ;
' Neonatal Cephslic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-csoph, (non-Card.)
Musculo-skeletal NIN N N
| (Conventional)
Musculo-skelctal N|N N N
(Superficial)
Intravascular
Other (Specify)
Cardiac Adult
Cardiac Cardiac Pediatric
{nteavascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac
Other (Speciiy)
Perlpheral Peripheral vessel N[N| N N
Vessel Othﬁpccify)
= ncw in jon; P = i FDA: E = added under this a I
. Small orpans include: Thyroid, Tes B
Prescription Use (Per 21 CFR 801.109)
{Cwizion Sign-Otf)
Division of Radiologica) Davices
Office of In Vitro Disgnaatic Davico Evaluation and Satety
1092307
TAB 3 ' Indications Por Use Page 4 ol'6
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$1U1 CTS-8800
Digitsl Ultrasound Imaging Syswm

Diagnostic Ultrasound Indications for Use Form

3.4 Transducer Indications for Usc Form Transducer; Convex Array 4DL40G

Clinical Application Maode of Operation

General Specific B [M[PWD | CWD | Color Combined | Ot er*
(Track 1 Oaly) | (Tracks 1 & 3) Doppler | (Specify) S f"L..
Ophthalmic QOphthalmic
Fetal N
Abdominal N N
Intra-operative (Specify)
Inwra-operative (Ncuro)
Laparoscopic

Fetal Pediatric

fimaging Small Organ (Specily)

“

& Other Neomatal Cophalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)
Musculo-skelctal
(Superficial)

Inwavascular
Other (Specify) N N
Cardiac Adult

Cardiac Cardiag Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardisc
Onher (Specify)
Peripheral Peripheral vessel

Vossel Other (Specify)

ne
*» Other nodcs include: 3-D Imaging;
Additignal Comments: Other uges include; Prostarg, Kidney, Uterus, Ovary

Prescription Use (Per 21 CFR 801.109)

chison ool
iston of Radiologics) Devices
Office of In Vitro Dlagmsﬂcoebgoo Evaluation snd Sefaty

610K }Z\O 92907
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SiUE CTS-8800
Digital Ultrasound Imaging System

Diagnostic Ultrasound Indications for Use Form

3.5 Transducer Indications for Use Form Transducer: Phased Array P3F14G

Clinical Application Mod¢ of Operation

General Specific B |M|[PWD |CWD | Color Combined | Ofl +*
(Track 1 Only) ] (Tracks 1 & 3) Doppler | (Specify) (Sp cify)

Ophthalmic . ] Ophthalmic

Fetal

Abdominal

Intsa-operative (Specify)

Intrs-opérative (Neuro)

).aparoscopi¢

Fetal Pediatric

Imaging Small Organ (Specify)

& Other ‘Neonatal Cophalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

rans-csoph. (non-Card.)

Musculo-skalctal
(Conventional)

Musculo-skeletal
(Superficial)

Intravascular

Other (Specify)

2,
Z
z

Cardiac Adult N

Coardiac Cardiac Pediatic NIN N N

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral Periphcral vessel

Vesscl Q_tlm- {Specify)

= naw indicatjon: P = previ

Prescription Use (Per 21 CI'R 801.109)

. (&RJ:fmom
O3 of in Viro Diagnent b soces ad

610K }/\O q 99 Oj
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