
510(k) Summary of Safety SE K1

This 510(k) summary of safety information is being submitted in accordance with the
requirements of SMIDA 1990 and 21 CFR 807.92.

Date Prepared:

May 17, 2011

Submitters Information: 21 CIFR 807.92(a)(1)

Mr. Vincent Cipolla
18821 Bardeen Ave.
Irvine, CA 92612, USA
Tel: 949.852.1000
Fax: 949.752.7317
Email: vincentcipolla@candelis.com

Trade Name, Common Name and Classification: 21 CFR 807.92(a)(2)
Trade Name: ASTRA
Common name: Picture Archiving Communications System
Classification Name: 892.2050 Image Processing System
Product Code: LLZ

Predicate Device(s): 21 CFR 807.92(a)(3)

510(k) Number K092949 K103785

Manufacturer: Candelis, Inc. MIM Software, Inc

Device Name: ImageGrid Radiology Mobile MIM
Viewer

Decision Date: 10/08/2009 2/4/2011

Product Code: LLZ LLZ

Device Classification Name: System, Image Processing, System, Image Processing,
Radiological Radiological

Regulation Number: Class 11 - 892.2050 Class 11 - 892.2050

Reviewed by Third Party: Yes No
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510(k) Summary of Safety

Device Description: 21 CFR 807.92(a)(4)
ASTRA is a web-enabled software application that provides image processing and
viewing tools and access to studies and reports from a Local Area Network, Wide Area
Network, remote workstation, personal computer, or an iPhone, or iPad via a Virtual
Private Network connection. Diagnosis is not performed by the software but by
Radiologists, Clinicians or referring Physicians. The software application conforms to the
DICOM 3.0 standard to allow interoperability with other DICOM compliant systems.

Indications for Use: 21 CFR 807.92(a)(5)
ASTRA is software image management intended to receive, process, review, display, print
and archive medical images and data from imaging modalities (e.g., CR and DR). Images
and data can be stored, communicated, and displayed within the system or across
computer systems. ASTRA is comprised with three configurations depending upon the
requirements of the user and desired options: ASTRA Plus , ASTRA Lite, and ASTRA
Mobile. ASTRA runs on a PC workstation, iPad, or iPhone and may be interfaced with
verified and validated image acquisition devices from Candelis or other PACS systems.
Diagnosis is not performed by the software but by Radiologists, Clinicians or referring
Physicians. Typical users of this system are trained professionals, e.g. physicians,
radiologists, nurses, medical technicians, and assistants.

ASTRA Plus is used to:
* share reports and studies with other ASTRA peers
* review reports and studies
* download and save reports
" send reports to local EMR, EHR, RIS, HIS or PACS systems (HL7 send)
" route studies to PACS, Workstations, or other ASTRA peers

ASTRA Lite is used to:
" share reports and studies with other ASTRA peers
* review reports and studies
" download and save reports
* send reports to local EMR, EHR, RIS, HIS or PACS systems (HL7 send)

ASTRA Mobile is used to:
* share reports with other ASTRA peers
* review reports
" download and save reports
" send reports to local EMR, EHR, RIS, HIS or PACS systems (HL7 send)

Only pre-processed DICOM for presentation images can be interpreted for primary image
diagnosis in mammography. Lossy compressed Mamnmographic images and digitized film
screen images must not be reviewed for primary image interpretations. Mamnmographic
images may only be interpreted using an FDA approved monitor that offers at least 5
Megapixel resolution and meets other technical specifications reviewed and accepted by
FDA.
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Technological Characteristics: 21 CFR 807.92(a)(6)
ASTRA is a software product that handles digital medical images and reports. 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.

Testing:
The complete system configuration has been assessed and tested at the factory and the
device has passed all in-house testing criteria without significant failures. The data
presented in the submission demonstrates that the ASTRA device performs all required
actions according to the functional requirements specified in the SRS and User Manual
with no errors that had an impact on safety or efficacy.

Conclusion: 21 CFR 807.92(b)(1)
The 510 (k) Pre-Market Notification for Candelis ASTRA contains adequate information
and data to enable FDA - CDRH to determine substantial equivalence to the predicate
device. ASTRA 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 hazards has been
classified as "Moderate".
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4)1'kRIVEN'l'OF IIIIA LIH & H UMVA N S ER VICES PNhI I l I Ien Ic vice

[I.5 oo "1d Drug, AcinithtioIS
1 0903 Nc I lampssir e Avenue
DocuIment Con111ol Room - \V066-C}609
Silver Sping. MD 20993-0002

[\rI. \Vincent Cipolla
NIMMaaer QUalll tV/Regulatory\ Comnpl iance
Candet is. Inc.
18821 Bardeen Avenue
IR\'IN'ECA 92612-

Re: 1<111694
Trade/Device Name: AST RA
Regu11lation Number: 21 CUR 892.2050
Reulation Name: Picture arch iving and communications system
Reg LIatery Class: HI
ProdcIIt Code: LI.,Z
Dated: AuguLst -3 1. 2011
Received: AutIUSt 31. 20Q11

Dear NM!r. Cipolla:

\We have reviewed \'O~ir Section 5 I 0(k) premarket notification of intenit to market the device
referenced above and have determined the device is substantially equivalent (for tire indications
for use stated in thre enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1 976, the enactment dlate of the M/edical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drurx,
and Cosmetic Act (Act) that do not require approval of a premar ket approval application (PN4A).
Yotr 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 MmufaIcturing p~ractice, labeling, and prohibitions agai nst Misbranding and
adulteration.

11 your device is classiflied (see above) into class 11 (Special Controls), it may be subject to Such
add itionral centreoIs. Existing rnaj .Or rewilati ons affecting your device can be found in Title 2 1
Code of Federal Regu'LlationIs (CFR). Parts 800 to 895. [In addition, FDA may Publish further
an n1oURncemnts concernir ng your devi ce inr the Federal Register.

Pl ease bie ad vised that FDA's issuiance of a Substantial equivalence determination does not mean
that FDA has made a dectermination that your device complies with other requirements of the Act
or any Federal Statutes and regulations administered by other Fediera[ agencies. You must
comply with all the Act's req Li irements. i ncluinlg. but not liiited to: regi stration and li sting (2 1
CF-R P~art 807); labeling (21 CU7R Parts 801 and 809); medical device reporting (reporting of
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mnedical device-reaed adverse events) (2 CER 8093: and geed manufacturing patce
req uli erne n sas Se tb IDhl in the tiali ty S smeis (QS5) eog Ia ion (2 1 C FR Part 820). T[his letter
xviJi allocv; you to begn marketi ng your device as described in your Section 5I 0(k) premarket,
noi fcraio T he FDA iing of substanial eq i vaence of your device to a legally mnarketled
pied icate device results in a classification for your device and thus. p~enn its your device to
proceed to the( mnarket.

If you es il-c spei advice for your device en otur Ia ing regulI min (2 1 C FR, Parts 801 and
809). please contact the Office of hi Vitro Diagnostic Device Evaluation and Safety at (30 1) 796-
3450. Also, please note the regul anion entitled. "Mi sbrand ing"b r ine to pirnarket
notification" (2 1 CFR Part 807.97. For questions regardling the -epot-ting of adverse events
under the NID It regulation (2 1 CER Part 803), plase gc to
http:/x~ww. Noa gov/M edical Deviees/Safety/RePcrta ProblIcm/dhc fair t. 1 I for the CDRIs Office
o l SuLrvel lance and Bi ometrnics/Divisi on of' Postmnarkei SU rveilIlanc.

You may obtain o tier general in forniati on on yeur res pen sib liti Cs under the Act from i te
Division of Small N~anufacturers, International and Constumer Assistance it its tol I-free nmber
(800) 638X-20411 or (301) 796-7100 or at its Internet address
lhttp)://wwvw.Ecda.nov/cdrhi/induilSty/S~ILIor t/nc l e%.htl

Suicerely' Your's.

Mary S. Pastel, 5cRD
Director
Ij)ision of Radiological Devices
Office of [n Vitro Diagnostic D~evice
Evaltuation and Safecty

Center fof Devices and Radiological Hecalth

Enclosure



&\NYELIS
Indications for Use Statement

51 0(k) Number (if known):

Device Name: ASTRA.

Indications for Use:

ASTRA is software image management intended to receive, process, review, display,
print and archive medical images and data from imaging modalities (e.g., CR and DR).
Images and data can be stored, communicated, and displayed within the system or
across computer systems. ASTRA is comprised with three configurations depending upon
the requirements of the user and desired options: ASTRA Plus , ASTRA Lite, and ASTRA
Mobile. ASTRA runs on a PC workstation, iPad, or Phone and may be interfaced with
verified and validated image acquisition devices from Candelis or other PACS systems.
Diagnosis is not performed by the software but by Radiologists, Clinicians or referring
Physicians. Typical users of this system are trained professionals, e.g. physicians,
radiologists, nurses, medical technicians, and assistants.
ASTRA Plus is used to:

" share reports and studies with other ASTRA peers
* review reports and studies
* download and save reports
* send reports to local EMR, EHR. RIS, HIS or PACS systems (HL7 send)
* route studies to PACS, Workstations, or other ASTRA peers

ASTRA Lite is used to:
" share reports and studies with other ASTRA peers
* review reports and studies
* download and save 'reports
* send reports to local EMR, EHR, RIS, HIS or PACS systems (HL7 send)

ASTRA Mobile is used to:
* share reports with other ASTRA peers
" review reports
" download and save reports
* send reports to local EMR, EHR, RIS, HIS or PACS systems (HL7 send)

Only pre-processed DICOM for presentation images can be interpreted for primary image
diagnosis in mammography. Lossy compressed Mammographic images and digitized film
screen images must not be reviewed for primary image interpretations. Mamnmographic
images may only be interpreted using an FDA approved monitor that offers at least 5
Megapixel resolution and meets other technical specifications reviewed and accepted by
FDA.

Prescription Use X AND/OR Over-The-Counter Use ___ (21
(Part 21 CFR 801 Subpart D) CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

vsoSign-Off)
Divisioyt IfRadiological Devices

Office Of In Vitro Diagnostic Device Evaluation and safety


