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IPredicate De vices: 21 CFR 807. E2&()

o 510(k) number K052358
Regulation number 892.2050
Device name ETIAM STAR PACS COMPONENTS
Applicant ETIAM, S.A.S.U.
Classification product code LIZ
Device classification name SYSTEM, IMAGE PROCESSING, RADIOLOGICAL
Class II
Panel Radiology Device

o 510(k) number K062488
Regulation number 892.2050
Device name iQ-System PACS
Applicant IMAGE INFORMATION SYSTEMS, LTD.
Classification product code LIZ7

Device classification name SYSTEM, IMAGE PROCESSING, RADIOLOGICAL
Class II
Panel Radiology Device

o 510(k) number K083618

Regulation number 892.2050
Device name PACS SCAN
Applicant PACSGEAR, INC

Classification product code LIZ
Device classification name SYSTEM, IMAGE PROCESSING, RADIOLOGICAL
Class II
Panel Radiology Device

Devic Desciptin: 21 CFR 879 a 4
ETIAM PACS ComponentsTM are software applications that make possible the capturing, storage,

distribution, and networking of medical images at distributed locations. In cases where DICOM images

are not directly available to ETIAM PACS ComponentsTm, the system can acquire medical images using

a DICOM gateway, which generates DICOM-type flies. For example, film digitizers obtain images from

old film and convert them to meet DICOM standards and stored in an archive. Stored fliles are

transmitted using a network and can be viewed or manipulated from an imaging workstation.

In1tended Use: 21 CFR 807.92(#)()
ETIAM PACS ComponentsTm is intended to be used by healthcare personnel to import, review, edit

and send medical images.

ETIAM PACS ComponentsTm is not labeled for diagnostic use.



ETTAM PACS ComponentsTm is a device that receives medical images (including mammograms) and

data from various imaging sources. Images and data can be stored, communicated, processed and

displayed within the system or across computer networks at distributed locations.

Lossy compressed mammographic images and digitized film screen images must not be reviewed for

primary image interpretations. Mammographic images may only be interpreted using an FDA approved

monitor that meets other technical specifications reviewed and accepted by FDA.

Typical users of this system are trained professionals, e.g. physicians, radiologists, nurses, medical

technicians, and assistants.

Technol gkcal Chwtacftisdws 2.1 CFR 807.192(a)(6)
ETIAM PACS ComponentsTm is a software product that handles digital medical images.

The device does not contact the patient, nor does it control any life sustaining devices. A physician,

providing ample opportunity for competent human intervention interprets images and information

being displayed and printed.

The design, fundamental technology, functionalities, intended use and performances of the ETIAM

PACS Copoensi are similar and therefore substantially equivalent to its three predicates like it is

demonstrated in the table below.

Comparison of multiple studies IYES YES YEYS
Measurements 1 YES YESYS E

IAnnotation of images YES YES YES YES
[-DICOM Query/FRetrieve, DICOM Print YES [YES YES YES
Client I________ _________ ______________

JPEG lossy/lossless compression YES YES -YES YES
TWAIN interface IYES __YKES _ YSYS _

Imgefie m a t ___YES YES _____ YES YES
Patient CD DDiorY EYES f YES YES
Create Patient CD DD YES YES jYES YES
Exporttommysc E YES YES I YES
Windows prn ~YES __ YES __ _YES YES
Image expott image file or AVI YES YES [YES
video fileI
Integration of direct interface to an YES iYES [YES YES
automatic publisher for patient
CD/DVD creation
Review repot(Rfras YES YES ____YES YES
Manipulain images YES -I YES YES YES
Interface to RIS woridist or DICOM YES YES YES YES
Archive _

IVideo capture interface YES - NO0- - YES YES
Diiize film YES YES NO YE

Editati-ent dlemcgraphics _ YES _ -- YES __ __IYES __ ES:
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Every specification of the ETIAM PACS Components~m is validated by a test bench carried out during

before release. The bench testing includes:

13 The package (documentation included)
" The installation of the software

o The configuration of the software
o The management of the patient-study information

o The acquisition and integration of new data
o The manipulation of the data
o3 The DICOM conversion

o3 The DICOM connectivity

o3 The export and distribution of data

Cinical pedormancL 7e
Our device only utilizes standard lossy (irreversible) compression techniques defined and supported by
DICOM Standard. Only the administrator can activate the compression function of the device.
So clinical studies were deemed unnecessary to evaluate the safety or effectiveness of ETIAM PACS
Components' M .

Conclusion: 21 CFR 807.92(19()
The 510(k) Pre-Market Notification for ETIAM PACS ComponentsTm contains adequate information and

data to enable FDA-CDRH to determine substantial equivalence to the predicate device.

ETIAM PACS Components' M has been and will be manufactured in accordance with the voluntary

standards listed in the enclosed voluntary standard survey. The submission contains the results of a
hazard analysis and the "Level of Concern" for potential hazard has been classified as "Moderate".



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silver Spring. MD 20993-0002

May 29, 2013
Etiam S.A.S.U.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services, LLC
1394 25th Street NW
BUFFALO MN 55313

Re: K131392
Trade/Device Name: ETIAM PACS Components
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: 11
Product Code: LLZ
Dated: May 10, 2013
Received: May 14, 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: CDR- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) int o 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 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 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 (2 1
CFR Part 807); labeling (21 CFR Pant 80 1); 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.
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If you desire specific advice for Your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7 100 or al its Internet address
litt://%www.i'da.Lov/Mecdical l)evices/Resotircesf'OrYOLI/iindLStr-v/dcfaiilt.htm. 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)://wwvw.fda.ogov/MedicalDevices/Safetv/ReportaProblemn/defauilt.htm 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 Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
tittp://www.fda.uov/MedicailfeviceS/ReSOtircesforYoLu/lndustrv;/defauilt.htin.

Sincerely yours,

/ for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): Ki131392

Device Name: ETIAM PACS Components

Indications for Use:

ETIAM PACS Components TM is intended to be used by healthcare personnel to import,
review, edit and send medical images.
ETIAM PACS Components TM is not labeled for diagnostic use.
ETIAM PACS ComponentsTM is a device that receives medical images (including
mammograms) and data from various imaging sources. Images and data can be stored,
communicated, processed and displayed within the system or across computer
networks at distributed locations.
Lossy compressed mammographic images and digitized film screen images must not be
reviewed for primary image interpretations. Mammographic images may only be
interpreted using an FDA approved monitor that meets other technical specifications
reviewed and accepted by FDA.
Typical users of this system are trained professionals, e.g. physicians, radiologists,
nurses, medical technicians, and assistants.

Prescription Use _X___ AND/OR Over-The-Counter Use ____

(Part 21 CFR 80I.Subpart D) (21 CFR 807SubpartC)

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

Concurrence of CDRH, Office oflIn Vitro Diagnostics and Radiological Health (OWR)

(Division Sign Off)
Division of Radiological Health

Office of in Vitro Diagnostic and Radiological Health

5 10(k) K131392
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