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Purpose

This is an agreement to implement VistA Imaging at XXXX Medical Center. The VistA Imaging implementation described in this document is based on the organization's imaging goals and the result of the Systems Analysis Phase of the VistA Imaging Implementation Process.  This proposal will:

· identify the FDA Statement 

· be used to obtain the IHS VistA Imaging Program Office approval of Site’s VistA Imaging Implementation so that the site can receive the VistA Imaging software

· list implementation site contacts and the implementing organization's coordinators

· provide architecture and technical details of the planned VistA Imaging implementation so that the site may be approved to receive the released VistA Imaging software

· include information for vendor quote estimate(s) 

· state what documents will be used by the site to guide the implementation.

This VistA Imaging Site Implementation Proposal is written to ensure mutual understanding of the terms of software used by each proposed imaging facility (the Site or IHS Area) and the IHS VistA Imaging Program Office.  Our aim is to guarantee correct operation and efficient support of the system, thus assuring patient safety.  The system is legally a medical device.  All users must comply with the Quality System Requirements (QSR) of the Food and Drug Administration (FDA) to legally and safely operate the imaging system.

Clear communication between users and the IHS VistA Imaging Program Office will allow efficient correction of any problem and the incorporation of new features identified by the field users.

The following VistA Imaging System components comprise a complete system:

· MS Windows based file servers

· Optical disk jukebox

· Network

· Background Processor (for the storage, retrieval and management of images)

· DICOM Text Gateway (providing information to non-VistA systems and image acquisition devices)

· DICOM Image Gateway (for image acquisition)

· Clinical Capture Workstations

· Clinical Display Workstations

· MUSE ECG (EKG) Interface to Clinical Display

· VistARad

A site or IHS Area may choose not to install and run all of the components listed.

1 FDA Statement

The FDA considers the VistA Imaging PACS a Medical Device.  This medical device is distributed to approved medical facilities in beta or released versions.  The following conditions must be met to comply with FDA requirements:

· Each medical facility director (or IHS Area Director, if the installation is a regional IHS Area solution) must sign this VistA Imaging Site Implementation Proposal.  If the medical facility would like to install and field test unreleased imaging software, then a Test Agreement must be signed before the site can receive any unreleased imaging software.  The IHS VistA Imaging Program Office keeps the test agreements in each medical facility's FDA inspection file.

· Each Medical Facility Director (or IHS Area Director, for regional installations) must sign the VistA Imaging FDA Compliance Terms of Use Agreement.  The IHS VistA Imaging Program Office keeps this test agreement, as per agreement with Veterans Health Administration, in each medical facility’s FDA inspection file.

· All medical facility employees using and maintaining this medical device must be offered training in its use before the device may be employed.

· The IHS VistA Imaging Program Office, approved VHA staff (under agreement with IHS), or certified contractors must complete the initial on-site installation and configuration of the following VistA Imaging components:

· DICOM Gateways (text and image)

· Background Processor

· Display Client

· Capture Client

· VistA Rad Client, if implemented at the site
· DICOM grayscale

· DICOM color

· Non-DICOM scanner

· Non-DICOM digital camera

· Non-DICOM video capture

· MUSE

· All IHS Areas and Medical Facilities using VistA Imaging must follow the IHS VistA Imaging Program Office's Implementation Process to ensure FDA compliance.

· It is illegal for anyone outside of the Veterans Health Administration VistA Imaging Development Team to modify this medical device’s code in any manner, for any purpose.

· After initial installation and associated training, Medical Facilities (or IHS Areas, for regional installations) may field the imaging system at their pace.

· Medical Facilities (or IHS Areas, for regional installations) must submit post-initial installation and configuration information and notification of any additional modalities interfaced, image quality certifications, and Dictionary file listings to the IHS VistA Imaging Program Office.  These notifications will be recorded in IHS VistA Imaging Program Office FDA file.
2 Documentation Requirements

These requirements apply to sites with existing VistA Imaging systems and to sites with new installations of VistA Imaging.

Under the VistA Imaging IHS Program Office's approved quality system, in order to obtain the VistA Imaging V3.0 software and released patches, all of the following must be on file with the IHS VistA Imaging Program Office:


· Site Contacts

· Site System Information

· Image Acquisition Technical Datasheet For Devices Using DICOM Devices (one for each DICOM image acquisition device)
· Image Acquisition Technical Datasheet For Devices Using Clinical Capture Devices (one for each clinical capture device that captures images) 
· Image Quality Certification (one for each image acquisition device)
 Please send a signed copy of this document to the IHS VistA Imaging Program Manager.
A copy of the above will be returned by email after the agreement has been approved.  If you have any questions about this document or need additional copies of these forms, please contact the VistA Imaging IHS Program Office at 602-364-5294.

The information in the Technical Site Profile must be kept up to date.  This documentation may be audited by regulatory agencies at any time.  Complete and current information is a QSR condition established by the Veterans Health Administration for continued use of the imaging system.

Additional information about your VistA Imaging configuration may be requested as VistA Imaging is enhanced.  Documents for this functionality are referred to as information sheets as this functionality is optional at all sites.  Currently there are information sheets for shared jukeboxes, routing images to remote sites, and thin clients.
3 Implementation Services

Implementation Services can be provided by the IHS VistA Imaging Program Office, approved VHA staff, or approved IHS Area staff, but must be agreed upon by the IHS VistA Imaging Program Office and the site(s)/IHS Area(s) implementing VistA Imaging before the implementation begins.
The recommended implementation process is:
1. Initiation Phase 

2. Systems Analysis/Planning Phase
3. Systems Design/Procurement Phase
4. Site Readiness Phase
5. Site Validation Phase 

6. Installation Phase
7. Training/Evaluation Phase
4 Personnel Requirements for the Installation Site

It is recommended that the Facility or IHS Area installing the VistA Imaging server cluster provide, or assure the availability of, local technical support staff for each facility using the VistA Imaging application. Local technical support staff should have the following qualifications:

a. Staff should be capable of installing and monitoring secure network applications in a Windows environment.

b. Staff should have some familiarity with RPMS, MUMPS, and Kernel Broker.

c. Staff should know how to create Windows folders, shortcuts, and edit Windows program properties.

d. Staff should be able to use basic networking tools (i.e., set IP addresses and subnet masks, ping, use ipconfig and tracert).

e. Staff should have the proper access privileges in order to support and troubleshoot the VistA Imaging application and users.  There should be at least one Imaging support staff member with full access rights to the Imaging servers and to RPMS.  There should also be a backup person with the same rights who is knowledgeable about Imaging.

f. Staff should be able to provide training and support to users.  
g. Staff with biomedical engineering skills may be required in order to interface image acquisition devices and associated devices.  Some knowledge of video signals is needed to interface devices through the video capture workstations or other devices.
5 Responsibilities of the Medical Facility or IHS Area Office Installing a VistA Imaging Server Cluster
The responsibilities of any site running VistA Imaging on a server cluster include:
a. Maintaining System patches and upgrades 

b. Network traffic analysis

c. Monitoring disk space

d. Hardware maintenance and upgrades

e. Regional VistA Imaging Support/Training for facilities
6 Responsibilities of any Medical Facility or IHS Area Installing VistA Imaging Software on local RPMS Servers
When a facility or IHS Area installs the VistA Imaging software on servers supporting RPMS databases, it accepts the following responsibilities: 

a. Changes (patches) distributed to the Imaging site by the VistA Imaging staff must be installed in a timely manner.  It is recommended that sites keep their Imaging configuration patched to the current patch release levels.
b. The Site will provide necessary additional hardware and software in order to support the Imaging System installed.

c. All problems encountered while using the system shall be reported to the IHS VistA Imaging Program Office.
d. It is recommended that sites inform the IHS VistA Imaging Program office of all installations or upgrades of modalities, commercial PACS Systems, VistA Radiology Software, operating systems, and VistA Imaging equipment.  

e. If a site is an Alpha or Beta Test Site of any component, the VistA Imaging support staff at the Site is expected to participate in regularly scheduled conference calls dealing with the VistA Imaging System.  
f. Sites are responsible for purchasing software licenses and maintenance agreements for the use of embedded commercial software, as needed (presently used on the clinical workstations, the Background Processor and DICOM gateways).

g. Sites are responsible for purchasing maintenance agreements for hardware and software.  In many cases, this is handled regionally through IHS Areas.  If maintenance agreements are not in place, it is difficult to provide support for the Site and excessive downtime may be experienced.

h. Sites are responsible for producing a written contingency plan governing the operations in case of failure of any VistA Imaging component.

i. Any local modification of the imaging software is strictly forbidden.  Data dictionaries, options, routines, and workstations may malfunction as a result of local modifications and thus compromise patient safety.  Sites do not design the application or write code for the imaging product.  The Site must use only the approved hardware and must not add any hardware components to the approved hardware.  The FDA has strict requirements related to medical device configuration at user sites.  Federal law mandates immediate discontinuation of the use of any imaging system that has been adulterated.

j. Creation of the code being installed is the responsibility of the manufacturer of the VistA Imaging medical device.  The Site may not further distribute the code received.  Nor may the site use the code received as a basis for development of a package with similar attributes. The FDA requires that the IHS VistA Imaging Program Office know where all code is being operated and that its exact configuration be on record.

k. Sites must operate the Imaging Reporting software that allows the IHS VistA Imaging Program Office (or the VHA VistA Imaging Distribution Office, as per prior agreement) to track installed software and workstations.  This provides essential information to allow VistA Imaging to meet FDA requirements.  Disabling this software is an adulteration of the product.
l. Publications or presentations related to the VistA Imaging System should reference it by name and include explanatory citations to suitable published articles.  Appropriate cites can be obtained from the VistA Imaging System staff at the IHS VistA Imaging Program Office. 

Any violation of this agreement may lead to the termination of this agreement and removal of the software from the site.
7 Termination of Site Agreement

This agreement shall be in effect until dissolved by either party.

8 Copy/ReProgram/Modification Restrictions

It must be clearly understood and agreed that none of the VistA Imaging software will be copied or redistributed without the written permission of the VHA VistA Imaging Distribution Office.  This software is provided for use in patient care and serious legal, medical, or disciplinary problems could arise if unauthorized copies are made or distributed.  Federal Law requires that the IHS VistA Imaging Program Office, and in turn the VHA VistA Imaging Distribution Office, know where all code is being operated and that any illegal use be reported.

9 Signature Page

Your concurrence is required to approve your site as a Release Site for VistA Imaging software. Individual agreements must be in place for every site installing either VistA Imaging server cluster hardware or VistA Imaging software on RPMS servers.

Please feel free to contact the IHS VistA Imaging Program Office (928-214-3927) if you have any questions or concerns regarding this agreement.
SITE NAME:
CONCUR





Medical Facility Vista Imaging Coordinator Signature and printed name
Date
Medical Facility Chief Information Officer Signature and printed name
Date
Medical Facility Health Information Management Director and printed name
Date
Medical Facility Clinical Director Signature and printed name
Date
Medical Facility CEO Signature and printed name
Date
IHS Area CIO/Information Systems Coordinator and printed name
Date
IHS Area Director and printed name (if an IHS Area installation)
Date
________________________________   (Signature)

Date:  _______________

IHS VistA Imaging Program Office Manager
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