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510OK Summary of safety and effectiveness MAY 2 2 2013

This summary of 510(K) safety and effectiveness information is submitted in

accordance with the requirements of 21 CFR Part 807.92

1. GENERAL INFORMATION

Establishment: Beijing Crealife Technology Co.. Ltd.

-Address: Room 519, Huitong Office Building

B20 Fuxing Road, Haidian District

Beijing, China 100036

Registration Number: 3006104453

Contact Person: Weihua Zhou

Management Representative

Telephone:(0086) 1088288713-6200

Fax: (0086)1088112709

Mobile :(0086)10 13683004936

Date of Preparation of Summary: Jan. 16, 2013

Device Name:

Trade Name: Anythink® / Anythink PACS Workstation

Classification: Picture Archiving and Communication System

Classification Panel: Radiology

CRE Section: 21 CFR§892.2050

-Device Class: Class 11

product Code: LLZ
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2. SAFETY AND EFFECTIVENESS INFORMATION SUPPORTING THE

SUBSTANTIAL EQUIVALENCE DETERMINATION

-Intended Use:

The Anythink® is a medical image processing system, which offers comprehensive

solutions to viewing, manipulation, communication and storage of multi-modality

DICOM images and data on exchange media.

The Anythink® is a universal imaging platform, and supports different modalities, but

it is not intended for the displaying of digital mammography images for diagnosis in

the U.S.

-Device Description

The Anythink® is based on Windows XP, providing a set of software solutions with

flexible configurations in accordance with different medical imaging missions and

demands. The system accepts multi-modality DICOM images and allows for view,

post-processing, and communication. This product is not intended for use with or for

the primary diagnostic interpretation of mammography images in the U.S.

Due to specific customer requirements and the clinical focus, the Anythink® consists

of two pants: Basic Functions and Optional Functions.

Basic functions are mandatory, allowing view, easy manipulation, storage and

communication of DICOM formatted images, except in the case of mammography

images. Management of patient information is also included.

Optional Functions are a set of professional image processing functions, designed for

specific modalities. Depending on the precise requirement, customers can select the

appropriate function(s) from the optional functions, under the precondition of

installing Basic Functions.

The clinician retains the ultimate responsibility for making the pertinent diagnosis
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based on their standard practices. The Anythink®' is intended to assist the physician in

diagnosis or treatment planning.

-Technological characteristics

The Anythink® will be marketed as a software solution for the end user (with

recommended hardware requirements). It will be installed by Crealife's service

engineers. The Anythink® described supports DICOM formatted images, and the

system is based on the Windows XP operating system.

-General Safety and effectiveness concerns

The Anythink® software is specified, validated and tested under a registered

1S013485 and 21 CER PartS2O compliant Quality System.

The device labeling contains instructions for use and any necessary cautions and

warnings, to provide for safe and effective use of the device.

Risk Management is ensured via a Risk Analysis, which is used to identify potential

hazards. These potential hazards are controlled via software development,

verification and validation testing.

.Substantial Equivalence

The Anythink®, addressed in this premarket notification, is substantially equivalent to

the following commercially available devices:

510K Number Trade or Model Name Manufacturer

K072728 Syngo Multimodality Workplace Siemens AG Medical

Solutions
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510(k) Submission Report Crealife, Beijing

Conclusion as to Substantial Equivalence

The Anythink®, described in this premnarket notification has the same intended use

and similar technical characteristics as the device listed above.

In summary, the Anythink® does not introduce new indications for use, nor does the

use of the device result in any new potential safety risks. The Anythinko is

substantially equivalent to and performs as well as the predicate device.

4-12



DEPARTMENT OF 1HEALTH & HUMAN SERVICES Public Health Service

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

Beijing Crealife Technology Co., Ltd. May 22, 2013
% Mr. Ned Devine
Senior Staff Engineer
Underwriters Laboratories, Inc.
333 Ptingsten Road
NORTHBROOK IL 60062

Re: K 131299
Trade/Device Name: Anythink PACS Workstation
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: If
Product Code: LLZ
Date~d: April 16, 2013
Received: May 07, 2013

Dear Mr. Devine:

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 df 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.

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 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 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.



Page 2 - Mr. Ned Devine

lf you desire specific advice for your device on our labeling regulation (21 CFR Part 801), 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
http://wxw,fda.gov/MedicalDevices/Resour-cesforYou/indtistrv,/defaulthtiii Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
littp:/f/www. fda.zov/MedicalDevices/Safetv/ReportaPr-oblem/dcfault hitn 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
http://%vww-l'da.izov/Medica]Devices/ResouircesforYou/iiidus.,ti-%/defaulthtm.

Sincerely yours,

/&& . 91for
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 Form

510(k) Number (if known): K131299

Device Name: Anyth ink PACS Workstation

Indications for Use:

The Anythinkg® is a medical image processing system, wvhich offers comprehensive

solutions to viewing, manipulation, communication and storage of multi-modality

DICOM images and data on exchange media.

The Anythink® is a universal imaging platform, and supports different modalities, but

it is not intended for the displaying of digital mammography images for diagnosis in

the U.S.

Prescription Use X AND/OR Over-the-Counter Use_____

(Part 21 CFR 801 Subpart D) .(21 CFR 801 Subpart C)

(Please do not write below this line - continue on another page if needed)

Concurrence of the CDRH, Office of In Vitro Diagnostics and Radiological

Health (OIR)

(Division Sign-Off)

Office of In Vitro Diagnostics and Radiological Health

5 10(k) Number K 13 1299
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