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Indications for Use See PRA Statement below.

510(k) Number (if known)
K141561

Device Name
VM PACS with VM Medical Workstation

Indications for Use (Describe)
VM PACS is designed to Store Medical Dicom Images and leave them available to be used for diagnostics or transferred

to other Dicom devices.

VM PACS is not meant to create or modify DICOM images. VM PACS store the images and the Data Set send by an
DICOM compatible image diagnostic equipment and store them making them available to be access by a workstation or
viewer, or been transfer to another Dicom Compatible device.

VM PACS does not modify the images store in it.

User Graphic interface VM Medical Workstation is a complete Workstation which provides diagnostic tools for image

diagnose, for CT, MR, PT, CR, DX, NM, MG, XA, RF, SC, US and ES, as zoom, Window & Level variation and presets,

measurements and a complete set of diagnostics tools and includes a report tool for the studies.

Lossy compressed mammographic images must not be reviewed for primary image interpretations. Mammographic
images may only be interpreted using an FDA cleared display that meets technical specifications reviewed and accepted
by FDA.

VM Clinical Viewer is the web access interface of VM PACS, which allows integration with any Operating System,
brings to the institution the capacity to access the images remotely.

VM Clinical Viewer allows the specialist consultation and the communication between radiologists and referring
physicians. The system enables authorized external users to have access to specific patient studies, is not intended for
diagnostic purposes when used on mobile devices.

Type of Use (Select one or both, as applicable)
[ X Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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