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1.0 BUREAU OF MEDICINE AND SURGERY (BUMED) ORGANIZATION

The Bureau of Medicine and Surgery (BUMED) is responsible to the Chief of Naval Operations for providing superior medical support services and products that are customer focused, agile, responsive, and aligned with Navy Medicine’s priorities and strategic goals.  BUMED leads the Navy Medicine Support Command (NMSC), which is responsible for expeditionary medical facilities, hospital ships, and ensuring the economical and effective delivery of Navy Medicine enterprise-wide support services as directed by Chief, Bureau of Medicine and Surgery.  NMSC also exercises program executive office oversight of specified execution-level programs, and command and control over Navy Medicine Mission Specific Commands:
· Navy Medicine Manpower, Personnel, Training and Education Command (NAVMED MPT&E) 

· Naval Medical Logistics Command (NMLC)
· Navy Medicine Information Systems Support Activity (NAVMISSA)
· Navy and Marine Corps Public Health Center (NMCPHC)
· Naval Medical Research Center (NMRC)
PARTICIPATION IN THE DASN (A&LM) LCII WIPT
In 2008, BUMED joined the Deputy Assistant Secretary of the Navy (DASN) Acquisition and Logistics Management (A&LM) initiative to propagate improved systems for item management throughout the Department of Navy (DON).  DASN (A&LM) established the Life Cycle Item Identification Working-Level Integrated Process Team (LCII WIPT), which brings together the SYSCOMS to review and implement major DoD and DON mandates, technologies, and process improvements for item-level tangible property management.  BUMED is committed to participate in the coordination and issue resolution related to implementing initiatives associated with LCII, including Item Unique Identification (IUID), Serialized Item Management (SIM), and emerging next generation material identification / tracking technologies to support diverse Navy and Marine Corps missions in air, space, land, surface, and subsurface environments.
BUMED SIM CHAMPION
1.1 BUMED SIM Champion

The BUMED SIM Champion will be the IUID Project Manager within the Navy Automatic Identification Technology (AIT) Office acting under the NAVSUP Chief Information Officer (CIO).
1.2 Responsibilities

The role of BUMED SIM Champion will not be considered an additional duty.  Core responsibilities are consistent with duties and responsibilities already defined for the IUID Project Manager (PM).  The IUID PM will be responsible for the following:
•
Participate as an active member of the LCII WG.

•
Act as primary functional liaison between SYSCOMS, DASN, COCOMS, other Component Services and DoD Agencies with respect to IUID and SIM related information and activities.

•
Act as lead to facilitate development of the BUMED SIM Plan compliant with OSD and DoN policy and guidelines.

•
Act as lead to ensure designated IUID and SIM metrics are collected and reported on in accordance with agreements and directives.

•
Ensure the BUMED SIM Plan appendix is reviewed at least annually and updated as required.

•
Assess risks and report on risk management strategies.

•
Help formulate input to create and update policy, doctrine and requirements documents to create a robust SIM developmental and operational environment.

BENEFITS OF SIM

For BUMED, SIM provides the logistical foundation for adopting techniques leading to better patient care through the improved time, cost and manpower management by applying Total Life Cycle System Management (TLCSM) processes at the item level for medical equipment.  SIM supports the tenets of TLCSM and Performance Based Logistics (PBL) to focus early on accountability and sustainment within the system life cycle.  Using SIM and the ability to uniquely identify critical items provides the common thread from initial development, into testing and acceptance, through fielding and sustainment, and finally into disposal-- providing all participants access to knowledge for making smart, appropriate decisions on how the asset is managed.  SIM will also assist with rapid assessment of operational needs with improved asset visibility and accurate inventory management and tracking, leading to better medical outcomes.
An additional benefit for SIM adoption will be where a quantifiable return on investment can be documented.  In Navy Medicine, this would also apply to any item where patient safety was involved, regardless of cost.  This is particularly applicable to items with the low dollar amount that would usually fall outside the current minimums for IUID.  But in a SIM aware world, the dream of collecting the kind of quality data highlighted below becomes a Clinician’s and a Logistician’s reality.
SIM STRATEGY

Navy Medicine’s strategy for achieving SIM consists of two preparatory steps, IUID marking and Automated Information Technology (AIT) hardware provision; and seven activities for directly implementing SIM, involving data analysis, AIS modification, resourcing, business process re-engineering, and operational rollout.
1.3 Preparation – IUID Marking

The DoDI 8320.04, “Item Unique Identification (IUID) Standards for Tangible Personal Property,” dated June 16, 2008 mandates IUID requirements for qualifying items delivered to the Government under contract, in inventory and in-use if one or more of the following criteria apply.  These DoDI 8320.04 requirements are part of the SIM population at BUMED with additional items added by each program, when necessary:
a) Items for which the Government’s unit acquisition cost is $5,000 or more

b) Items for which the Government’s unit acquisition cost is less than $5,000 and when identified by the requiring activity as DoD serially managed, mission essential or controlled inventory item
c) When the Government’s unit acquisition cost is less than $5,000 and the requiring activity determines that permanent identification is required

d) Regardless of value, (i) any DoD serially managed subassembly, component, or part embedded within an item and, (ii) the parent item that contains the embedded subassembly, component or part

Navy Medicine’s plan for compliance with the DoD IUID Directives embraces two efforts:  future acquisition marking in close coordination with the private sector and DLA, after the Food and Drug Administration (FDA) final rule-making; and legacy marking at both the operational and intermediate levels.  BUMED does not have depot capabilities per se, but primarily relies on the commercial medical industry for replacement parts, since medical equipment is usually either too complex for non-OEM repair, or would be disposed of for patient safety reasons.  This approach also ensures that we will be emphasizing cooperation with related military partners such as NATO.  Programmatic support and coordination will be handled by BUMED.
· Acquisition – The Naval Medical Logistics Command will be working with DLA in 3rd and 4th quarter 2009 to plan the rollout of the DFARS IUID clause and MIL-STD-130 standards as soon FDA issues their final rule on all US medical equipment marking, expected at the end of calendar 2009.  Since the result functionally is either one or two marks per DoD-acquired medical equipment, planning can prepare for either path.  After the FDA ruling is issued, Navy Medicine will work with DLA and private sector manufacturers to apply the new standards as quickly as possible.  Navy Medicine will take advantage of the time up to the FDA decision by:  

· Training Navy Medical acquisition personnel on IUID and the DFARS clause, to enable immediate implementation upon FDA’s decision and BUMED’s action plan finalization

· Continue education and advocacy of leadership, PMs, medical, IT and logistics staff of BUMED, to ensure use of the IUID mark and data upon implementation

Navy Medicine has been a constant presence in the acquisition challenge of pending federal regulations affecting the unique marking of medical equipment, and provided formal comments to FDA as well as requested a DoD-harmonized federal regulation, to simply and quicken the conversion of OEM to IUID-compliant marks.

· Intermediate/Preposition Marking Capability for Deployable Expeditionary Medical Facilities (EMF) - For legacy EMFs, the IUID/SIM items are being handled for maintenance and forward deployment by the Naval Expeditionary Medical Support Command.  This facility is conducting limited markings and will be marking complete EMFs during FY2010.  This facility will handle legacy marking of medical equipment  under a process flow to be developed with the Navy Medical Logistics Command and will be scheduled based upon, the return of forward deployed EMFs for their Service Life Extension during the out-years, as well as available funding.

· Operational Level – Hospital Ships – All legacy medical equipment on board the two hospital ships (T-AHs) has been marked, approximately 3,000 items per ship, and is in the process of being entered into the relevant AIS, DMLSS, discussed in AIS section below.  The marking process flow, Lessons Learned, and modifications to supply, logistics, and transportation processes are the next phase of the project.  Completion will enable this portion of Navy Medicine to implement SIM using current processes, and begin consideration of business process re-engineering to fully exploit the new SIM capabilities.  The AIT hardware for initial legacy marking will remain on board, for continued opportunistic marking.

· Centralized BUMED IUID Resource –BUMED will coordinate Navy Medicine UID policies; review UID processes and related specifications; first article testing of sample marks; AIT equipment evaluation; software assistance with data collection tools; metrics assessment and planning for coordinated UID implementation across the enterprise.

1.4 Preparation – AIT Provision
The use of IUID information, and especially the benefits of reduced cost and accurate inventory, depend on field access to the bar code scanners that instantly read, record, analyze, and can transmit the item identification data.  These AIT devices may also read and transmit other information that can be stored in the two-dimensional data matrices that comprise UID, depending on the revised business processes possible under SIM.  Navy Medicine will work with the commands to plan, budget and procure AIT equipment to meet the health care workers, logisticians, and maintainers needs in order to experience the full benefits of SIM.  It is noted that the commercial/civilian hospital sector is rapidly deploying these technologies, and Navy practitioners and protocols will be maintaining best medical practices by moving to these item management techniques and technologies.
At this time the noted equipment, the two Navy hospital ships have AIT sufficient to implement IUID and SIM in accordance with current strategies.  As programs continue to implement IUID and enable SIM, new equipment will be evaluated and Business Case Analysis results will assist in determining whether to procure equipment as a targeted effort, or integrated with current program procurement.
Navy Medicine will also continue to participate on the DASN LCII WIPT and OSD Forums which will provide opportunities to leverage lessons learned from other services on which new equipment and efforts will best provide the tools that to satisfy SIM AIT requirements.
1.5 Identification of SIM Population
The population of items appropriate to Navy Medicine SIM populations will be determined by a variety of factors including safety, logistics management, cost, and medical protocols.  The selections will be made by the program managers, clinicians, and logisticians.  The factors will include the following categories:
· Controlled items 

· Safety related items (for patient and health care provider)

· Patient safety items

· Government owned property in the possession of a contractor (PIPC)

· Foreign Military Sales (FMS) items

· Warranted items

· Service-life limited parts

· Personal property

· Repairable items

· Restricted use items

· Sensitive items

· Items requiring periodic maintenance

1.6 Identification of Attributes/Data Elements
The DOD SIM strategy as laid out in DoDI 4151.19 of December 26, 2006, “Serialized Item Management (SIM) for Materiel Maintenance,” establishes a serialized item management program where activities identify populations of select items (parts, components, and end items), mark all items in each population with a unique item identifier (UII) and generate, collect, and analyze maintenance, logistics, and usage data about each item.  Navy Medicine will consider the following attributes:
· Patient Use

· Operator Use

· Manufacturer or government recall status

· Measures of performance (availability, reliability, maintainability, etc.)

· Operational time

· Configuration

· Cost

· Historical information

· Contractual information

· Custodial information

These attributes are collected throughout an item’s life cycle and are articulated as data elements captured and recorded in the AISs used in BUMED facilities.
1.7 Data Characteristics Definition and Use
The following factors will be considered for use under the SIM program initiative:
· Patient Use.  Links use of instruments and diagnostic tools to individual patients or characteristics of patients, such as location, medical condition.

· Operator Use.  Captures user history, and exposure of health care workers to procedures.

· Manufacturer or government recall.  Provides immediate access to locate items for recall, or to check recall or manufacturer’s advisories regarding a product.

· Performance Measures.  Allows for accurate tracking of availability and failure rates. Stakeholders with access to this data will have a solid foundation from which to make logical maintenance and operational decisions to improve overall readiness and availability of medical services.

· Operational Time.  Overall operational time data is used by the program / manufacturer to make decisions with respect to improving design.

· Configuration. Navy Medicine managers will be able to access SIM data in order to make better decisions involving upgrades, modifications, and substitutions.

· Cost.  Navy Medicine will serially manage items to reduce life cycle sustainment cost.

· Historical Information.  Navy Medicine can recording pertinent data to create operational and maintenance history and will utilize this information for planning improvements and prognostic maintenance

· Contractual Information.  New Navy Medicine contracts requiring item marking are incorporating the IUID DFARS clause, and that contractual information can follow the item through its life cycle.

1.8 Modify Automated Information System (AIS)
Navy Medicine has successfully completed the modification of the medical equipment AIS to enable it to handle IUID and enable SIM.  The Defense Medical Logistics Standard Support (DMLSS) system is the accepted AIS for all DOD medical treatment facilities.  Under the BUMED IUID pilot, which was a follow-on to the precursor of SIM (the DoD Serial Number Tracking initiative), legacy marking of the two hospital ships triggered the modification of DMLSS to store the UII of all IUID-marked medical equipment on board the ships.  IUID and SIM are now possible for all sites in future deployments of this upgraded version.  The additional modifications necessary to store desired SIM attributes and begin active serial management will be coordinated by the SIM Champion with the Navy Medicine programs and facilities.
This system’s owners have agreed to extend the IUID modification to the enterprise version of the system to enable additional legacy marking and accommodate the upcoming intake of new acquisitions with IUID marking after the FDA rule issuance.  This successful adoption will benefit all DoD components.
It now looks as if the Defense Medical Logistics Standard Support system (DMLSS) will also be accepted as the AIS that will feed into the Navy-wide ERP for the fleet.  So now that it appears we will have a common system throughout Navy and DOD, completing that initial step to have the IUID-based capabilities created and turned on in order to permit SIM compliance by all Navy Medicine facilities.
1.9 Resource Requirements
Navy Medicine anticipates that recognition of the value of IUID/SIM will increase resource availability from existing funding streams, greater effort will be placed to obtain funding via POM leading to eventual sufficient resourcing.  At the current time, the initiative has no directed resources, resulting in SIM/IUID efforts being more sparsely implemented, and requiring a well-planned and coordinated approach to goal attainment relying heavily on communication and training.
The application of financial and personnel resources will be to any and all of the following:
· AIS enhancement by roll-out of the upgraded DMLSS to all sites

· AIT standardization (economy of scale purchases for DoN)

· Legacy marking

· Policy development (BUMED-specific and in tandem with DASN(A&LM))

· Education/training outreach to Navy Medicine leadership

1.10 Initial Operating Capacity (IOC)
Navy Medicine plans to achieve the IOC requirements by December 2010 using the two hospital ships as pilot sites.  The SIM Champion will work with the medical, logistics, and AIS staff to evaluate the desired SIM populations, attributes and data definitions to exploit the completed IUID marking.  Implementation will evaluate the current serial management capability, and integrate the enhanced item management possibilities into the hospital ship tangible property tracking systems.  The Lessons Learned will be applied to the next legacy marking project, the hospital being provided next summer (2010) to the Maritime Prepositioning Force.  We will also continue to liaison with our colleagues at the other DoD medical and supply organizations to refine our SIM approach and implementation so the item data may move seamlessly through the DoD information architecture for total item life cycle management.
The SIM Champion will also continue to document new and ongoing efforts for inclusion in future versions of this Appendix demonstrating that, as a SYSCOM, we are meeting the IOC 2010 requirements.  S/he will strive for each program and Specific Command to achieve individual IOC in order for the Fleet and all stakeholders to realize the benefits.
1.11 Full Operating Capacity (FOC)
Navy Medicine will commence a SIM strategic planning effort to chart a path from the IOC to FOC by 2017.  Implementation will proceed as rapidly as possible during this time, noting that this goal is two years past the DoD goal, but the DoD advisory of opportunistic IUID marking and the FDA delay in new acquisition marking sets contextual limits to a realistic Navy Medicine timeline.  As forward movement occurs, standardized SIM processes will be developed to leverage lessons learned and ensure optimum efficiency in future efforts.  The BUMED SIM Champion will work collaboratively with program managers, clinicians, and logisticians to record and report status of implementation strategies.  This will include planning, progress monitoring, and quantitative analyses of outcomes.  The SIM Champion will report progress to DASN and other stakeholders.
Supporting metrics for SIM implementation will be determined after socializing SIM concepts and convening key stakeholders.  Metrics for consideration include the percentage of candidate SIM populations being assessed, improvements in asset visibility/availability, reduction of defects found by operational users, increase in warranty usage, decrease in replacement orders and spares inventories, reduced inventory cost, and improvement of throughput for replacement or repair.
With the introduction of SIM, the number of data points will grow significantly and it is anticipated that there will be a corresponding change in business rules and criteria for decision-making.  This new wealth of previously untapped insight should change the maintainers and logistics providers’ tactical approach to reaching enterprise goals and objectives.  The BUMED SIM end-state will entail data exchange across functional processes that are SIM item-specific, and re-visioned maintenance doctrine and philosophies which optimize decision-making across programs, enterprises and services.  BUMED central resource/IUID-SIM policy will assess readiness to engage in this business process re-engineering when the foundation capabilities of IUID, AIT, and SIM population attributes are adequate to support these more advanced processes.
CONCLUSION

As demonstrated within this Appendix, BUMED has begun the essential preparation for SIM, performing IUID marking and UII capture, and has begun charting a realistic path to create and institutionalize the major benefits SIM will achieve in Navy medical service.  We will work collaboratively on the many facets of this complex issue internally and externally in parallel with our interfacing organizations of DLA, MSC, USMC, Air Force Medical Service, the Army Medical Department, DoD, and the other DON SYSCOMS to realize efficiencies in the face of significant SIM resource challenges.  Recognizing that BUMED does manage certain medical items today based on select attributes, this long-standing practice will be enlarged and greatly enhanced with full IUID-enabled SIM.  The final outcome for Navy medicine will be improved patient care at reduced cost and increased accountability, fully within the potential achievement of a vibrant and continuously improving SIM program.
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