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VISUAL MEDICA 510k Number: K141561

ECUADOR 1465 1 D !

gg)&ﬂ;r AUTONOMA DE BUENOS AIRES Received: 7/1/14

ATTN: MELISSa 112 BRES GRAU Product: VM PACS WITH VM MEDICAL WORKST

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received the
Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter. Please note, if
the 510(k) submitter is incorrect, please noti%t the 510(k) Staff immediately. We have assigned your submission a
unique 510(k) number that is cited above. Please refer rominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when the processing of your 510(k) has been
completed or if ang additional information is required. YOU MAY NOT PLACE THIS DEVICE INTO
(SlgMMERCIAL ISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO

On October 15, 2012, FDA issued a Guidance for Industry and FDA Staff entitled, "FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Goals". The purpose of this
document is to assist agency staff and the device industry in understanding how various FDA and industry actions
that may be taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at

h@://www.fda.gov/MedicalDevices/DeviceRegglationandGuidance/GuidanceDocuments/ucm089735.htm

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food and Drug
Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an electronic copy (eCopy) for
certain types of submissions. An eCopy is an exact duplicate of a paper submission, created and submitted on aCD,
DVD, or other electronic media, accompanied lziy a signed cover letter and the complete origbinal tpaper submission.
This authorization applies to the original, amendments, supplements, and reports, as applicable, for your submission

type.

For more information about FDA’s new eCopy program, including the new technical standards for an eCopy, refer to
the guidance document, “eCopy Program for Medical Device Submissions” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/lUCM3 13794,
df. In addition, we strongly encourage you to visit FDA’s eSubmitter website at

http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm221506.htm in order to develop an eCopy in accordance with

the new technical standards prior to sending it to FDA.
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at the ta‘bove letterhead address.” Correspondence sen‘{ to any address other than he one above will not ?e c‘gnsuiere as
art of your official premarket noti lC?thﬂ submuission. S%lso, please note our guidance document en(tilt ed “Types 0

u

%omm\ll;lt}g%té%n Statg;pégtthe Review of Medical Device Submissions - Guidance for Industry and Food and Drug

dm
http:/l/lszw.fda.gov medicaldevices/deviceregulationandguidance/guidancedocuments/ucm341918.htm

Please ensure that wheth bmit a 510(K) S 21 CFR 807.92, or a 510(K) Statement 21
CFI 80795, it meets the content and Tormat ropuiatory Toqulenonts, »or a 5100 Statement as per

You should be familiar with the regulatory requirements for medical device available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm". If you have other procedural
questions, or want information on how to check on the status of your submission, please contact DICE at
(301)796-7100 or its toll-free number (800)638-2041 , or at their Internet address

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm or the 510k staff at (301)796-5640 .
If you have procedural questions, please contact the 510(k) Staff at (301)796-5640 .

Sincerely,

510(k) Staff



