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5.0 510 (k) SUMMARY JUlL 16 2013
A. Submitted by:

* Submitters name and address:
Hermes Medical Solutions AB
Skeppsbron 44
111 30 Stockholm
Sweden

* Submitters telephone number
Phone: +468 190325
Cell: +46 708 19 03 08
Fax: +468 184354
E-mail: joakim.arwidsoncU),hermesmedical.com

* Contact person
Joakim Arwidson
Quality Manager
Hermes Medical Solutions AB
Skeppsbron 44
111 30 Stockholm
Sweden

* Registration number
9710645

B. Preparation date:
2013-04-08

C. Proprietary/Tradle name, Common name, Classification name:
* Proprietary/Trade name

Hermes Medical Imaging Suite v5.3

* Common name
Image processing systems

* Classification name
Emission Computer Tomography System, Class 11, 21 CFR892.1200

0. Legally marketed device (predicate device):
Following legally marketed device has been used for comparison.

* HERMES Medical Imaging Workstation (K121278)
* HERMES HDAQ Acquisition Station and Hermes Workstation (K021656)
* HERMES HDAO Acquisition Station and Hermes Workstation (K002782)
* Xeleris 2 processing and review workstation (K051673)

E. Description of the device that is subject of this premarket notification:
The base product design of Hermes Medical Imaging Suite v5.3 is the same as for the Hermes
Medical Imaging Suite v5.2 (K1 21278). A modification has been made of the product where the
NMV-processing applications have been transferred from the Oracle® Solaris environment to the
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MicrosoftO Windows environment as described in the 510(k) submission. The Hermes Medical
Imaging Suite provides software applications used to process, display, analyze and manage
nuclear medicine and other medical imaging data transferred from other workstation or acquisition
stations.

F. Intended use:
HERMES Medical Imaging suite that provides software applications used to process, display,
analyze and manage nuclear medicine and other medical imaging data transferred from other
workstation or acquisition stations.

G. Technological characteristics:
The proposed device Hermes Medical Imaging Suite has the same technological characteristics as
the original device and the same indication for use, except that the NM processing applications
have been transferred from the Oracle® Solaris environment to the Microsoft® Windows
environment as described in the 510(k) submission.

H. Testing:
The tests for verification and validation followed Hermes Medical Solutions AB design controlled
procedures. The Risk analysis was completed and risk control implemented to mitigate identified
hazards. The testing results supports that all the software specifications have met the acceptance
criteria.

1. Substantially Equivalent/Conclusions:
The proposed device HERMES Medical Imaging Suite v5.3 and the predicate devices HERMES
Medical Imaging Suite vS.2 (K121278) have the same indication for use.

The proposed device will use similar technology and fundamental concepts and operation are also
the same, as described in the 510(k) submission.

Comparisons were made between HERMES Medical Imaging Suite v5.3 and HERMES Medical
Imaging Workstation (K121278), HERMES HDAQAcquisition Station and Hermes Workstation
(K021656), HERMES HDAQ Acquisition Station and Hermes Workstation (1<002782) and Xeleris 2
processing and review workstation (K051673). The results showed a good compliance.

In summary, the HERMES Medical Imaging Suite vS.3 described in this submission is in our opinion
substantially equivalent to the predicate devices.
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I lermes Medical Solutions AB July 16. 2Q13j
%/ Mr. Joakini Arwidson
Quality Manger
Skeppsbron 44
111 30 Stockholm
SW EDEN

Re: K13 1233
Trade/Device Name: H-lrmes Medical Imaging Suite v5.3
Regulation Number: 21 CER 892.1200
Regulat ion Name: E mission comnpu ted tomography system
Regulatory Class: 11
Product Code: KPS
Dated: April 17. 2Q1 3
Received: May 06, 2Q13

Dear Mr. Arwidson:

We have reviewved your Section 5 10(k) preniarket notifieation 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 dlate ofithe Medical Device Amendments, or to
devices that have been reclassiflied in accordance willh the provisions OflIE h Federal F~ood. Drug .
and Cosmetic Act (Act) that do not requ irc approval of a prenarket approval application (P'MA).
You may. theref'ore, market the device, subject to the general controls provisions of the Act. The
general controls provisions 01'the Act include requirements fobr annual registrat ion, listing of
devices, good manu facturing practice, labeling,. and prohibit ions against misbranding and
adulteration. Please note: COR H does not evaluate in formation related to contract liability
warranties. We irm 11( you, however, that device labeling mu tst be truthiful and not niis leading.,

lfvour device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA).
it may be subject to additional controls. Existing Imajor regulains afflecting your device can be
found in the Code of ederal Regulations, Title 2 1, parts 800 to 898. In addition, FDA may
publish Further announ~lcemenCts concerning y'our device in thle Federal Register.

Please be advised that FDA's issuance ofa substantial equivalence determination does not mean
that FDA has madle a determ inat ion that your device cornplies wvith other req iirem en its oft he Act
or any' Federal statutes and regulations administered by other Federal agenrcies. YOUl ni ust

comnply xvi th all the Act's reqiremen ts. inc lud ig, but not liminit ed to: regi strati on and listing (21I
CUR Part 807): labelingo (21 C FR Part 801 ): medical device reporting (reporting ofimedical
device-related adverse events) (21 CUR 803): good manufaceturi ng practice requirements aS Set
forth in the quality systems (QS) regulation (21 CUR Part 820): and if'applicable. the electronic
product radiation control provisions (Sections 53 1-542 of the Act): 21 CUR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), 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 at its Internet address
http://%vww.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htiii. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2JCFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
lhtip://%ww. I'la.izov/MedicatI[)evices/Sacetv/RecportaIlroblcm/dcfaiult.litiii 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
hittp://www.fda.gRov/Medicallev ices/RcsotccsforYoui/lnidistrv/dcl'ault.htm.

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): K13 1233

Device Name: HERMES Medical Imaging Workstation

Indications for Use:

HERMvES Medical Imaging suite that provides software application used to process, display,
analyze and manage nuclear medicine and other medical imaging data transferred from other
workstation or acquisition stations.

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 CDRH. Office oflIn Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health
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