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Dear Colleague:

| am pleased to share with you the Food and Drug Administration (FDA), Office of Management
(OM) Annual Performance Report for FY 2004. As in previous years, this report highlights
OM/Agency accomplishments during the fiscal year, and is intended to let our customers and part-
ners know what we have done and are doing to support the Agency's public health mission.

Fiscal Year 2004 was a year in which we continued to focus much of our effort toward the imple-
mentation of the President’s Management Agenda (PMA). We are providing Agencywide leader-
ship on all of the PMA-related initiatives, and many of the accomplishments listed in this report are
directly related to those initiatives.

We facilitated the start-up of the Office of Shared Services (OSS), both at headquarters and through-
out the field, as well as the OSS Employee Resource and Information Center (ERIC), providing admin-
istrative services in the areas of Information Technology, Equal Employment Opportunity & Diversity
Management, Buildings & Facilities, Acquisitions & Grants, and Travel & Finance.

For the sixth year in a row, the Agency’s financial statements received an unqualified or “clean” opin-
ion from independent auditors with no material weaknesses. We continued to work with the
Department and other HHS components on the development and implementation of the Unified
Financial Management System (UFMS), which will help us meet Federal financial management sys-
tems requirements.

We spearheaded successful efforts resulting in a record appropriation for FY 2004, giving the
Agency added resources to support our responsibilities under the Food, Drug, and Cosmetic Act.
We also provided leadership in both the development and implementation of the financial manage-
ment aspects of the Animal Drug User Fee Act (ADUFA), that was signed by the President in
November, 2003.

It has been a privilege to work with the many talented and dedicated individuals who have con-
tributed to FDA's accomplishments, both within the Office of Management as well as the Centers and
Offices. If you have any questions or comments about this report, you can contact me via e-mail at
jeff.weber@fda.gov.

Sincerely,

Jeffrey M. Weber
Associate Commissioner
for Management

Chief Financial Officer
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OFFICE OF MANAGEMENT
ANNUAL PERFORMANCE REPORT

FISCAL YEAR 2004
Executive Summary

In last year’s Annual Performance Report, the Office of Management (OM) identified several priori-
ty initiatives for Fiscal Year 2004 and beyond, including:

* Starting up the Office of Shared Services’ Employee Resource and Information Center (ERIC) to
provide services in the areas of Information Technology, Equal Employment Opportunity &
Diversity Management, Buildings & Facilities, Acquisitions & Grants, and Travel & Finance.

* Developing the start-up plan for Office of Shared Services (OSS) support to ORA field
organizations and beginning implementation.

* Implementing an automated employee exit clearance process.
* Enhancing the electronic forms submission system.
* Relocating CDER and CDRH programs to the Life Science Laboratory at White Oak.

* Continuing to support the President’s Management Agenda by beginning the cost comparison

study for clerical staff under OMB Circular A-76.
* Establishing an agreement with NIH to have FDA grants integrated into the NIH IMPAC I system.

* Building on the FY 2004 budget to seek additional programmatic budget increases in critically
under-funded areas in accordance with the FDA Strategic Plan.

* Continuing with the annual PDUFA Finance Reports to Congress and managing the
fee-exceeds-the-costs waiver provisions, while also issuing Federal Register notices for new fees
during August rather than December.

* Maintaining an unqualified audit opinion for the FY 2003 audit, while at the same time, meeting
the accelerated deadlines.

* Continuing to coordinate with HHS and the integrators in the implementation of the new Unified
Financial Management System (UFMS).

* Implementing, with the assistance of CVM, a billing and collection system for the new Animal
Drug User Fee Act.

* Completing the HHS HR consolidation.
* Developing and implementing FDA internship programs to foster the development of new leaders.
* Improving the IT planning and investment decision process.

* Implementing the IT governance process to include selection, evaluation, and control criteria

required by OMB.

* Improving Project Management (PM) of all IT initiatives across the agency by establishing
PM standards and measurements.

* Updating and enhancing the IT security user awareness training course and attaining at least a
95% completion rate.
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* Updating Federal Managers’ Financial Integrity Act (FMFIA) policy and procedures and training.
* Planning, developing, and presenting FOI/Privacy Act training sessions for agency employees.

* Migrating the Records Disposition Tracking System to a relational database to all FDA Centers
and Offices to share and track records disposition information.

* Decommissioning of the 1521 West Pico Blvd., Los Angeles and 1560 East Jefferson Ave.,
Detroit facilities.

As a result of agencywide cooperation and the efforts of the entire FDA management team, we were
able to achieve the majority of our FY 2004 goals in the areas listed above as well as several oth-
ers. We are pleased to share our major accomplishments with you in this report.

In FY 2005 and beyond, OM must address additional challenges, while continuing to provide high
quality management services. We will be utilizing many of the cost-saving and cost-avoidance ini-
tiatives currently underway, and will initiate further program improvements including:

* Conducting a study of existing server and storage architecture, in order to identify opportunities
for further consolidation, in conjunction with the move to White Oak.

* Developing and implementing an IT disaster recovery plan, including requirements for a disaster
recovery site.

* Developing the FY 2007 Performance Budget, through a planning process that focuses on critical
needs and carefully examines base funded programs.

* Finalizing the upgrade of the PDUFA and MDUFMA billing and collection system.

* Maintaining an unqualified audit opinion for the FY 2004 audit, while at the same time, meeting
the accelerated deadlines.

* Launching FDA’s implementation of the Department’s Unified Financial Management System.
* Implementing an agencywide Freedom of Information Act tracking module within AIMS.

* Implementing an automated process for submission of all outside activities requests

(HHS Form 520-1) and seeking authorization for electronic submission and signature of the
HHS 520-1 form from the Office of Government Ethics.

* Implementing a web-based Service Provider Resource Center to ensure that Office of Shared
Services staff will have the appropriate tools to enhance the effectiveness of business operations.

* Developing OSS directives to establish and document systems of internal controls for
administrative and management activities.

* Collaborating with other HHS OPDIVs to maximize on existing ERIC Call Center infrastructure.

* Continuing to support the President’s Management Agenda and agency goals by completing the
clerical cost comparison study under OMB Circular A-76.

* Standing up the Office of Field Financial and Acquisitions Services (OFFAS) organization.
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* Implementing PRISM rollout to all OFFAS locations in the first quarter, FY 2005.

* White Oak Consolidation Program:
- Relocating CDER Office of New Drugs to the CDER Office Building
- Beginning construction of the Central Shared Use Building.
- Awarding and beginning construction on the CDRH Engineering/Physics Laboratory
- Completing design and beginning construction of the new CDER Office Expansion Building.
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e e Who We Are ¢ °

The Office of Management provides administrative services to the various programmatic compo-
nents of the Food and Drug Administration and consists of the following components:

Office of the Chief Information Officer

Office of Executive Operations

Office of Financial Management

Office of Management Programs
Office of Shared Services
White Oak Consolidation Program

We are an organization of nearly 600 employees, including a professional staff of accountants,
engineers, architects, administrators, and computer scientists who serve more than 10,200 agency
employees nationwide. We are an integral part of the FDA management team and provide leader-
ship, guidance, and solutions to a wide and varied number of management and resource issues fac-
ing FDA. We are customerfocused, supporting the management of the agency's resources in a col-
laborative, coordinated, and cost effective fashion.

e e What We Do * *

Chief Information Officer: We provide agencywide leadership, guidance, and coordina-
tion for all information technology activities, including strategic planning, enterprise architecture,
capital planning and investment control, project management, and security. Each of these activities
is a key process enabling FDA to anticipate, and move seamlessly to, new technologies. We also
provide a wide range of services to meet the day-to-day needs of FDA users. We build, buy, con-
figure and maintain the systems that support mission area programs as well as critical administrative
operations. We provide for those systems and individual users the underlying infrastructure, includ-
ing telecommunications, network, server support, email, Internet and Intranet management, call cen-
ter and asset management. We manage the IT Security program that facilitates the transmission of
electronic data in a secure environment, protecting critical and vital information from attack and dis-
ruption. We also direct future IT investments and provide leadership for the FDA's IT budget plan-
ning and execution in order to ensure the agency’s IT budget of nearly $200 million is used most
effectively.
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Executive Operations: We are a team of administrative and resource management spe-
cialists who ensure all Office of the Commissioner organizations effectively utilize the resources,
information, and systems provided to them to accomplish their operational goals. As a staff of
about 19 professionals, we provide advice and guidance on administrative and budget policies
and procedures. We serve as the liaison between OC and functional offices in the Office of
Shared Services, as well as the liaison with all of the administrative contacts in the Office of the
Commissioner.

Financial Management: We provide resource management leadership and budgetary
and financial management policy oversight to agency components, and serve as the focal point for
FDA-wide financial management including budget planning, preparation, formulation, presentation,
execution and control; user fees formulation, execution, and reporting; accounting and financial
statement activities; and financial systems applications. We provide leadership during the develop-
ment, monitoring, and tracking of an annual budget of $1.7 billion, which includes two direct
appropriations and six separate and unique user fee activities. We manage FDA's annual budget
hearings with DHHS, OMB, and the House and Senate Appropriation Subcommittees. We advise,
coordinate, and evaluate financial management responsibilities that were delegated to the Office
of Shared Services to ensure that agency policy and procedures are being carried out appropriate-
ly; We manage and provide oversight for the annual financial statement audit, and we maintain
oversight of FDA's financial applications including FDA's new financial system, a component of the
DHHS Unified Financial Management System.

Management Progrclms: We serve as the focal point for many agency programs, which
requires highly skilled experts dedicated to providing the best possible guidance, technical advice,
and training that will enhance customers’ professional performance, while ensuring compliance with
Federal laws and regulations. We administer FDA's Delegations of Authority and organizational
programs, serve as liaison for the Office of the Inspector General, conduct special studies and pro-
jects for the Office of the Commissioner, oversee FDA's Internal Controls program, have responsibili-
ty for the FOI and Privacy Act programs, provide public access to FDA’s regulatory dockets, pro-
vide agency oversight for the Paperwork Reduction Act activities and records management, oversee
the agency’s Competitive Sourcing and A-76 program, and manage the agency Ethics Program.
We manage many of the agency’s human capital management and human resources (HR) devel-
opment programs, such as Strategic Workforce Planning; Leadership Training and Development;
Quality of Work Life; Reward & Recognition; and Performance Management, and serve as liaison
to the Rockville HR Center. We also manage the agency Peer Review Program and Commissioned
Corps Liaison activities

Shared Services: The Office of Shared Services (OSS) provides a ‘Portfolio of Services’ that
is aligned with our customer’s needs. Services include communications, travel and finance, acquisi-
tions and grants, buildings and facilities management, and equal employment opportunity and
diversity management. The Employee Resource and Information Center (ERIC) serves as the first
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point-of-contact for these administrative and IT services to all FDA employees (customers). The
Office of Acquisitions and Grants Services (OAGS) provides high quality support to FDA programs
by managing contract and assistance agreements in a timely manner and at a reasonable cost. The
Office of Equal Employment Opportunity & Diversity Management (OEEODM) leads the effort in
developing policies and programs that ensure equal employment opportunities, promote inclusive-
ness, and foster a culture that values diversity and empowers individuals in the workforce. The
Office of Field Finance and Acquisition Services (OFFAS) provides acquisition and financial ser-
vices for the field activities within FDA. The Office of Financial Services (OFS) provides the day-to-
day financial services related to accounts payable, travel support and payroll liaison, fleet and
claims management. The Office of Real Property Services (ORPS) provides an efficient and effec-
tive program of nationwide support for FDA in the areas of real property management, engineering
services, environmental, safety, and health and long range planning for the agency’s current and
future facilities. This involves significant resources including annual lease costs of $135.5 million,
related operational costs of $30 million, and owned facilities replacement value of $350 million.
We manage 368 government owned or leased buildings and facilities nationwide, totaling 5.8 mil-
lion square feet (leased and owned).

White Oak Consolidation Program: We integrate FDA's technical, programmatic
and facilities requirements into the overall budget and development plan for the agency’s consoli-
dation at White Oak. This requires project development expertise, to direct the process by which
Center requirements are incorporated into architectural design and to coordinate the overall design
and construction process for the new campus with the General Services Administration. We evalu-
ate and implement strategies that enable the agency to maximize efficiency through the consolida-
tion of supportive and shared use functions. We monitor construction progress as individual pro-
jects proceed and coordinate necessary changes. We ensure meaningful and continuous communi-
cation with community leaders and associations, congressional representatives, other federal offi-
cials, State and local governments, and business leaders. In addition, we create and implement
relocation plans needed to successfully transition the agency into its new location by coordinating
various activities including the actual move, IT/telecom, security, safety and building operations.
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Major Accomplishments in FY 2004

e e OM Accomplishments ¢ ¢

The immediate office/Office of Management accomplished significant OM and agencywide initia-
tives such as:

* Facilitated the start-up of the Office of Shared Services, both at headquarters and within

the field.

* Served as the agency Tender Officer, responsible for developing the agency’s bid on the
clerical support services work, as defined in the performance work statement (PWS). The
agency Tender includes cost estimates as well as a quality control plan.

* Led the implementation of the first-ever electronic forms submission process for agencywide use.
Phase | consisted of inclusion of four Ethics forms.

* Led OM-wide strategic communications. Efforts consisted of planning, and execution of
external and internal plans. Created marketing and communication vehicles for OM including
website enhancements and OM-wide logo development.

* Managed and coordinated the initiatives associated with the strategic goal of a Strong
FDA - ensure a world-class professional workforce, effective and efficient operations, and
adequate resources to accomplish the mission of FDA.

PDUFA:

Implemented the financial management aspects of the Prescription Drug User Fee Act (PDUFA) in
FY 2004, including:

* Developed and published the FY 2004 PDUFA Financial Report to Congress.

* Met periodically with trade association representatives to apprise them of the financial status of

PDUFA.

* Met the PDUFA statutory requirement to publish FY 2005 PDUFA fees and procedures on
August 2, 2004, which included the PDUFA Il workload adjustment for the first time.

MDUFMA:

Implemented the financial management aspects of the Medical Device User Fee and

Modernization Act (MDUFMA). During 2004 we:
* Developed and published the FY 2004 MDUFMA Financial Report to Congress.

* Addressed MDUFMA stakeholders on the financial status of MDUFMA in a public meeting
in December.

* Developed and explained revisions to assumptions used in seting MDUFMA fees for FY 2005,
both within FDA and with external stakeholders.
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* Met the MDUFMA statutory requirement to publish FY 2005 PDUFA fees and procedures by
August 2, 2004.

* Maintained a five-year allocation plan for anticipated MDUFMA fee revenues and
appropriations to assure that MDUFMA performance goals will be met.
* Prepared explanatory materials for HHS, OMB and Congress on the need to enact

the Administration’s statutory proposals to keep MDUFMA viable in FY 2006 and 2007.
ADUFA:

Provided leadership in both the development and implementation of the financial management

aspects of the Animal Drug User Fee Act (ADUFA) that was signed by the President on November
18, 2003. Major accomplishments in FY 2004 include:

* Published a Federal Register Notice on February 18, 2004, less than a month after the
President signed the enabling appropriation, providing the ADUFA application fee schedule for
FY 2004 and procedures.

* Published a Federal Register Notice on February 26, 2004, clearing the collection of
information needed on the animal drug user fee cover sheet in order to assure that funds paid

are properly controlled.

* Developed and published in the Federal Register on April 27, 2004, the fee schedule for

ADUFA product, establishment and sponsor fees and detailed payment procedures and
controls.

* Published the FY 2005 ADUFA fee schedule on August 2, 2004, the date established in the
statute.
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Ofﬁce of the Chief Information Officer

Office of Management

In FY 2004, FDA faced the considerable challenge of overhauling how it managed and applied IT.
Up to then, IT budgets increased every year, competing more and more with mission needs. In FY
2004, the agency IT budget was reduced by $29 million. Yet, IT services also grew in importance,
being institutionalized as necessary business tools. There also was momentum to move IT into a
more strategic and service oriented arrangement, better aligned to business goals and objectives.
Finally, HHS mandated consolidation beyond operating division boundaries. All of this created a
challenge to streamline costs and reduce budgets without degrading service. However, the
agency's strategic goal of a Strong FDA (Ensure a world-class professional workforce, effective and
efficient operations, and adequate resources to accomplish the mission of FDA), and the HHS goal
of a “One HHS" provided a robust framework to achieve the IT accomplishments discussed below,
all of which made significant contributions toward FDA's long term goal to transform its IT organiza-
tion into one of world-class stature.

Establish an integrated agency governance process. Governance, in the IT world, is the

process for selecting and monitoring IT investments. This is best done by identifying stages in the sys-
tem life cycle and using a set of artifacts produced at each stage to provide documented evidence

of the continued feasibility and good health of the investment. In FY 2004 the OCIO:

* Published the policy establishing the functions, roles and responsibilities of the governance
process, using the OMB structure of select/control/evaluate.

* Developed a Systems Development Life Cycle (SDLC), which clearly outlined the stages and
associated artifacts necessary to the governance process. Began delivery of the first set of
templates to produce the artifacts.

* Launched the Enterprise Architecture Review Board and the Standards Approval Process as
integral components of the governance process.

* Continued to leverage the PDUFA approval process first implemented in FY 2003.

Improve management and deployment of IT services and assets. Consolidation of IT
resources provided FDA an opportunity to apply modern business techniques as a strategy for gain-
ing efficiencies without affecting effectiveness. In FY 2004 the OCIO:

* Started the Office of IT Shard Services in October, followed by the transitioning of the remaining
IT organizations to a direct report relationship to the CIO.

* Set in place service level agreements (SLAs), a management framework and transition plans to
enable the success of IT consolidation.

* Achieved approximately $29 million in budget reduction without degradation of services.

* Inaugurated a project to improve support to the scientific community. Surveys identified
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requirements and an action plan was derived for implementation in FY 2005. Extended the effort
to also standardize configuration management, requirements management, customer relationship
management and performance measurement across the agency.

* Launched Active Directory and Systems Management Server (SMS) implementations, providing
better network and systems management capabilities, providing new software and updates to the
user more quickly and cost-effectively.

* Established the PC Bulk Buy, promoting better management and increased efficiencies in the area
of IT procurement.

* Completed the single source IT Infrastructure services contract, which consolidated 18 IT infra
structure service contracts into one performance-based contract.

* Launched an IT performance reporting initiative that will provide the CIO and senior management
the capability to track IT spending at the project level in a more detailed and meaningful fashion.

Further improve Project Management (PM) practices. In FY 2003, the OCIO com-
menced the Project Management initiative to improve and standardize how the agency managed
projects, bringing it more in line with federal guidelines and requirements. In FY 2004, the OCIO
continued to expand project management as a standard practice in the development and operation
of IT systems and projects, accomplishing the following:

* Established the Project Management Steering Committee to facilitate the implementation of PM
practices across the agency.

* Standardized how PM would be practiced in the FDA through the publishing of a staff manual
guide defining common processes. Supporting templates were developed and circulated.

*» Completed the first class of certified project managers. Sixty certified project managers were
awarded a graduate level certificate from the George Washington University.

Develop standards to advance E-submission capability between FDA and Industry.
By having the ability to receive all the pieces of an application in electronic form, through a single
gateway, in a standardized way and format, the agency can then use its review resources more
effectively, at the same time reducing time and cost. While efforts in the past have been made to
advance this technology in piecemeal fashion, FY 2004 marked a turning point toward an agency
solution, under OCIO coordination. Some of the FY 2004 accomplishments include:

* Initiated the Submission Harmony and Reliable E-business (SHARE) initiative to meet the PDUFA
goal of “deliver[y of] a single point of entry for the processing of all electronic submissions”.

* Assembled an integrated project team, which developed a project plan and defined high-level
system requirements and target architecture.

* Determined that an existing solution would be procured through the competitive bidding process.
An RFP was published in July with final proposals received in early September.

* Procured components of the technical infrastructure.
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Establish IT planning process to align IT resources and investments in support of
the agency’s priority policy goals and objectives. Past efforts to implement new technolo-
gies were more effective from a technical rather than a support perspective. Technical issues were
understood, while user needs were less clear, resulting in the timely roll out of technology, but with

the performance gap never fully addressed. As a result, bridging that gap became a priority for
the OCIO in FY 2004, leading to the following:

o Accomplished a level of integration between the portfolio management and the enterprise
architecture tool to allow OCIO analysis of portfolio investment data to support responses to
strategic IT questions such as how much does IT cost and how well does it support FDA priorities.

* Provided direction and support in FDA's participation in the HHS Select process for the FY 2006
budget. A major part of this was prioritizing major IT investments and demonstrating their
alignment to mission critical processes.

* Participated in the creation of the Business Process Planning model, which will define business
processes and facilitate IT in support of those processes. OCIO provided resources, analysis and
support through its portfolio management and enterprise architecture tools.

Research, evaluate and track emerging technologies. Introducing the appropriate new
technology at the right time is more important than introducing new technologies simply because
they are new. Effective planning can weigh need against risk and, coupled with an essential under-
standing of the capabilities of that technology, provide the best chance for success. In FY 2004 the
OCIO:

* Placed under the FDA Chief Technology Officer (CTO) the responsibility for developing
technology roadmaps for emerging technologies; and populating, aligning and maintaining
FDA's part of the Technology Reference Model (TRM) of the Federal Enterprise Architecture.

* Created a new technology standards approval process.

* Designed Web site for housing vendor technology roadmaps and emerging technology
evaluations, some of which have been completed.

* Conducted initial meetings with key vendors on their roadmaps and emerging technologies.

Implement systems in support of FDA strategies and objectives. Building on improve-
ments in the management and planning of IT, the OCIO began deploying systems as strategic tools
in FY 2004, accomplishing the following:

* Implemented the Correspondence Tracking System in the Office of the Commissioner, ensuring
timely and complete action on critical correspondence.

* Started the FDA Enterprise Portal initiative to coordinate, leverage, and standardize all Intranet
portal efforts. lts goal is to avoid redundancy and make it easier and quicker to find, use, and
share information.  Highlights included implementation of an enterprise development
environment; upgrade of the ERIC Portal; improved enterprise reporting capability; and piloting
of eRoom, an electronic reading room tool, to facilitate online collaboration.
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* Provided direction and management to several strategic projects which enable FDA to meet
PDUFA goals in direct support of the drug review process, among which were the
aforementioned Submission Harmony and Reliable E-business (SHARE) initiative; the Electronic
Common Technical Document (eCTD) initiative for receiving and reviewing electronic documents
in the eCTD format; and the multi-agency collaborative effort known as Structured Product
Labeling that began requirements gathering in support of new standards for electronic product
labeling.

In FY 2004, the OCIO strongly collaborated on HHS-wide projects in support of the HHS goal of
“One HHS”, with collaboration ranging from being effective team members to taking on project
leadership. Consolidation gains at the HHS level will provide increased efficiencies based on the
buying power of a whole Department rather than just FDA’s purchasing base. Such efficiencies can
be reinvested for strategic tools.

Support HHS enterprise-wide initiatives. FDA provided expertise and resources, with spe-
cial emphasis on HHSNet, Enterprise Email Support (EES), and e-Rulemaking. In FY 2004 the
OCIO accomplished the following:

* Assumed leadership role for HHSNet. Project manager for the HHSNet is the FDA CTO. The
project manager and other OCIO staff and contract resources developed the design for the
network. FDA was the first operating division to transition to the new network and coordinated
deployment of other segments throughout HHS.

* Participated in Enterprise Email System (EES) and e-Rulemaking technical workgroups. OCIO
appointed team responsible for defining FDA email requirements and incorporating them in the
final EES design. The OCIO administrative systems team provided the e-Rulemaking workgroup a
module on which to base the system module in support the online rulemaking functionality.

Support Secure One HHS. HHS established Secure One “to create an enterprise-wide secure
and trusted IT environment in support of the overall HHS mission”. The OCIO supported this goal
by constructing a comprehensive IT security program, consisting of aggressive security performance
measures closely monitored by the FDA Chief Information Systems Security Officer. The program
also characterizes and categorizes systems in order to develop the most effective security plans,
which are then regularly reviewed and assessed. A comprehensive training and communication
effort also increased user knowledge of the importance of good IT security practices. In FY 2004

the OCIO accomplished the following:

* Met the goals of the Secure One HHS program in FY 2004. Certified and accredited 96% of
operational systems. Self-assessments were conducted on 100% of operation systems. Privacy
Impact Assessments (PIAs) were conducted on 100% of the FDA system inventory. Finally, 100%
of FDA users received security awareness consistent with NIST Special Publication 800-50.
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ﬁomce of Executive Operations

Office of Management

Special Projects:

All Hands Broadcasts: OEO coordinated four Commissioner all-hands broadcasts during FY
2004. This included purchasing satellite time, and arranging for the TV studio and speakers.
Several topics were discussed, including an update on the Commissioner’s strategic goals, the new
Office of Shared Services, an OM update on FDA administrative issues, and management changes
in FDA.

OC Honor Awards: The OC Honor Awards Committee was chaired by the OEO Director, Linda
Brna. Although delayed by the death of former President Reagan, a successful OC Honor Awards
Ceremony was held on July 11. Dr. Lumpkin officiated, and Dr. Crawford presented the awards.
The OC Awards Coordinator assisted the agency Awards Coordinator in distributing more than
500 congratulatory letters and memoranda to FDA Honor Award recipients and coordinated OC
nominations for the 2004 DHHS Secretary’s Award for Distinguished Service.

Management Advisor Meetings: Management Advisor Meetings were held on a monthly
basis, and three quarterly OC Administrative Contact meetings were also held. OEO hosted an
appreciation reception for the AO Contacts at the end of the fiscal year. Topics for the various
meetings included briefings on ERIC, E-Travel initiatives, simplified acquisitions, and Interagency
Agreements. Other topics covered were administrative process issues in FDA, Travel Manager
issues, recent changes in the policy for approving requests for outside activities, information on
agency, OC, and Commissioned Corps awards, budget information, and IMPAC card policies.

Continuity of Operations Plan (COOP): As the OC COOP Coordinator, quarterly emer-
gency telephone cascade tests were conducted, resulting in at least 87% participation with each
test. The most recent test was the first conducted during non-duty hours with no notice. The test
resulted in 89% participation. The OC COOP plan was exercised on September 22, which served
to meet the requirements under FPC 65.

Q-12: OEO management worked with the FDA Training Office to coordinate OC manager train-
ing for the Q12 survey results. OEO had a response rate of 95%. A meeting was held with all
OEO employees on January 22 to develop the OEO action plan.

A-76 Competitive Sourcing: The Project Officer for the Graphics Arts and Visual Information
Services Most Efficient Organization (MEO) worked with the supervisor to develop a Quality
Control Plan. The Quality Assurance Surveillance Plan was finalized in September.

OEO served as a member of the Performance Work Statement Team and the MEO Team for the
Clerical A-76 process.

10
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Performance Contracts: A member of the OEO staff administered the performance contract
cascading policy to the SES, SES equivalent and GS-15 employees for OC as directed by the
Department. We worked with Human Resources and administered the semi-annual call for pay
adjustments, SES bonuses, and Presidential cash awards for the OC executives; and coordinated
the effort to obtain SES employee signatures on an addendum to be attached to current year per-
formance plans which added a required “exceptional” level to each plan.

Agencywide Employee Exit Clearance: OEO participated on the agency Exit Clearance
Form workgroup to develop an on-ine exit clearance process for employees who resign or retire

from FDA.

Parking: Parklawn Building executive parking permits for use effective July 1 were distributed by
the OC parking coordinator. We worked with the PSC Parking Office to determine the number of
visitor block parking spaces for use by Centers not located in the Parklawn Building and to identify
Center contacts to interact with the Parking Office for all other visitor block parking. OEO negotiat-
ed with the PSC Parking Office to obtain an additional 20 visitor block parking spaces, which were
allocated among the Centers and ORA. The list of employees who have access to 5630 Fishers
Lane parking was also reviewed.

Ethics: The listing of confidential filers was updated and submitted to OMP in August.

External Outreach: A very successful “Bring Your Children to Work Day” program was held on
April 22 in conjunction with ORA. 90 children of OC and ORA employees participated.

Annual Reports: The annual Partnership for Administrative Quality (PAQ) submission and the
preliminary and final Federal Managers’ Financial Integrity Act (FMFIA) report for OC were pre-
pared.

Support for the Office of Shared Services:

OEO helped to coordinate and facilitate the arrival of the new OSS management, including space,
furniture, equipment, phones, parking, and the hiring of support staff. Transition team meetings
were held to address and resolve issues such as timekeeping, personnel actions and physical
moves; establishing organization and property location codes; establishing the ERIC organization in
EASE; and planning training for new OSS management on EASE and Travel Manager.

In conjunction with the Division of Budget Execution and Control, OEO worked to establish a plan
to transfer funds and employees for the Office of Shared Services. Tracked the OSS budget,
including IMPAC purchases, and distributed guidance to OSS administrative contacts on managing
operating and payroll budgets.

Served as OC liaisons on all OSS functional office committees (ORPS, ERIC, OAGS, OFS, and
OEEODM).

11



OFFICE OF MANAGEMENT
ANNUAL PERFORMANCE REPORT
FISCAL YEAR 2004

Financial:

OEQ's Resource Management Team created and distributed preliminary and final OC budget allo-
cation scenarios for approval by the Associate Commissioner for Management and the
Commissioner that calculated the distribution of payroll and operating funds to the OC non-OM
offices. A new OC financial structure was outlined to obtain new accounting data for offices that
moved in alignment with the FY 2004 reprogramming. On a bi-weekly basis, payroll reports were
distributed to OC offices. Random timekeeping audits of OC offices were conducted to assure
compliance with agency policies and procedures.

Travel Manager audits for various OC components were conducted. OEO staff worked with
administrative contacts in OC to resolve routing and proxy list concerns. Travel Manager work-
shops for OC Offices were held, which provided system education and awareness to travelers and
travel preparers.

Facilities/Renovations:

Several renovations and moves for OC offices occurred in FY 2004 that were coordinated by
OEOQ, including:

* Immediate Office of the Commissioner
* Office of Shared Services

* Office of Financial Services

* Office of Counterterrorism Policy

* Office of Pediatric Therapeutics

Began planning for acquisition of space in the 14C wing for the Office of Science and Health
Coordination, the Office of Counterterrorism Policy, and the Office of Policy and Planning.

Planning also began to move the OC Training room from the 10th floor to the 4th floor and to build
a new conference room for OC use which will accommodate nearly 50 people.

The Commissioner’s office in the Switzer Building was expanded to include swing space for senior

staff when they need to work downtown.  Furniture, computer equipment, and telephones were
installed.
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Information Technology:

Certification and accreditation of @ OC systems (FIRST, FURLS, EASE, AIMS, MDI, Internet, Intranet,
ASSET, PRISM) was completed.

A completion rate of 98 percent of OC personnel for the “Improve Security Awareness” training
was achieved for FY 2004.

Office of Financial Management

Office of Management

Structure Changes for a New Direction in Financial Management

At the beginning of FY 2004, FDA transferred its processing of financial transactions (commercial
payments, travel, payroll, etc.) from the Office of Financial Management (OFM) to the Office of
Shared Services. The Office of Shared Services (OSS) was created to provide administrative
services for all FDA staff in the centers, field, and headquarters using the “shared services” model
to achieve savings through management efficiencies and cost effective service delivery. OFM
retained the functions related to policy, reporting, systems application management, budgetary
formulation and execution.

OFM created the User Fees Team to better manage the execution, reporting and accountability of
the FDA's user fee programs, in addition to the information provided for the budget formulation
process. These programs include the Prescription Drug User Fee Act (PDUFA), Medical Device
User Fee and Modernization Act (MDUFMA), Animal Drug User Fee Act (ADUFA), Mammography
Quality and Standards Act (MQSA), and Export Certification user fees. The User Fees Team is also
responsible for implementing the new user fee systems to administer user fee transactions and assist
in the development of the financial reports required by Congress for PDUFA, MDUFA and ADUFA.

OFM will focus on providing strategic resource leadership to the Commissioner and senior manage-
ment; leading FDA's implementation of the HHS Unified Financial Management System and specific
financial applications; improving the financial infrastructure for FDA user fees programs; coordinat-
ing the financial statement audit and follow-up; and serving and facilitating the information needs
for various parties, such as DHHS, OMB, and Congressional appropriation subcommittees,
involved in the budgetary formulation, execution and accounting processes.
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Continued Excellence with Financial Statements

FDA received its sixth clean audit opinion on its FY 2003 financial statements, reinforcing the
steady progress made over the past seven years to improve its financial management performance,
through changes to its organization, policies, processes, and procedures. As a result, FDA went
from not having an unqualified opinion with three material weaknesses and five reportable condi-
tions in FY 1997 to having an unqualified opinion with no material weakness and one reportable
condition in FY 2003.

FDA has strong internal controls for financial reporting and continues to reconcile data to ensure
the correct balances are reported to Treasury and OMB. FDA prepares monthly and quarterly rec-
onciliations to ensure the balances reported in financial reports are accurate, and quarterly finan-
cial statements to the Department. These strong internal controls have contributed to the agency
not having any material weaknesses for internal control deficiencies related to financial reporting in
its audits during the past four years.

Financial Systems

To comply with Federal Financial Management Improvement Act (FFMIA) and the Secretary’s direc-
tive to consolidate information technology programs, FDA is working with HHS and other HHS
components in the implementation and development of the Unified Financial Management System
(UFMS). The UFMS project replaces five legacy accounting systems currently used across the
Operating Divisions and replaces these systems with one new system that will meet federal financial
management systems requirements. Through preparing for the UFMS implementation, the agency
has improved its compliance and anticipates that the completion of UFMS will lead to full compli-
ance with FFMIA and provide HHS leaders with a more timely, reliable and consistent financial
management information to make better informed decisions regarding agency operations.

The FDA responsibility for implementation of UFMS is led by OFM. The team, comprised of staff
from all components of the agency, will perform business analysis, technology analysis and change
management activities to determine and carry forward FDA's business requirements. This effort
includes more than 50 staff, excluding contractors, to implement. In FY 2004, FDA entered into the
developmental phase of the UFMS project that entailed specific preparatory work including ensur-
ing software met FDA needs, testing the system, determining user training needs, and performing
data clean-up. This phase is part of the agency’s implementation of Financial Enterprise Solutions

(FES).

UFMS and FES create new opportunities to improve financial management services at
Headquarters and at ORA regions by using the latest web-based technology to integrate systems.
UFMS replaces FDA's 30-year old legacy systems and provides realtime access to financial infor-
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mation. This improves response time and financial reporting to OMB, HHS and to FDA components.
For employees currently using existing financial and accounting systems, the new system will
enhance daily job functions.

FES comprises a set of FDA financial systems that are integrated with HHS's Unified Financial
Management System (UFMS). The UFMS and FES financial efforts involve four phases beginning
in FY 2002 and are scheduled to conclude in FY 2005. FDA’s implementation, schedule and
activities for FES and UFMS are as follows:

FY ‘02 FY ‘03 FY ‘04 FY ‘05
Begin Travel Ongoing support for Test, design and con- Implement General
Manager implemen- ALC and AAPS; figure General Ledger, Federal
tation; Complete Conduct data Ledger, Federal Administrator and
Automated Accounts cleanup; Continue Administrator, and Accounts Payable;
Payable System Travel Manager Accounts Payable; Test, configure and
(AAPS) implementa- implementation; Design Accounts implement Accounts
tion and Agency Develop reporting Receivable Receivable; Conduct
Locator Code (ALC) architecture for new routine updates and
Unification system; Begin PRISM monitoring of the
implementation system

An update on the progress of some of the FES applications includes:

Travel Manager. OFM is scheduled to complete the implementation of Travel Manager for the
entire agency by the end of 2004. As an effort to improve service, OFM began automating
Sponsored Travel (348s) by modifying NIH's 348 Travel Manager Module for FDA's accounting
interface. The Travel Manager team completed the pilot of 348 Sponsored Travel module with the
Center for Devices and Radiological Health allowing for the complete automation of sponsored

travel related forms. OFM and the Office of Financial Services are part of the core team preparing
for the E-Travel initiative in FY 2006.

PRISM / I-Procurement. The Purchase Request Information System (PRISM) involves develop-
ing a system to automate FDA's procurement functions. The system is intended to automate FDA's
requisitions and award processes within the simplified acquisitions and contract functions. The
agency selected the Oracle I-Procurement module to be FDA's requisitioning system and anticipates
its implementation by April 2005. The |-Procurement module includes requisitioning, training, visa
card purchases and receiving. It also includes electronic funds control and electronic approval of
all purchases.
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Animal Drug User Fee Act (ADUFA). OFM designed and implemented a system to adminis-
ter user fee transactions for ADUFA. This system includes an interface to: obtain applicant data,
track ADUFA billing and collection, and provide financial reports of ADUFA activities. The ADUFA
implementation included modifying the Accounts Receivable System by capturing initial ADUFA
receipts and transitioning ADUFA receipts to the Accounts Receivable module of the new financial
system.

In partnership with the Center for Veterinary Medicine, workgroups were conducted with a multi-
tude of subject matter experts and consultants to develop policy, procedures and a computerized
system of billing and collecting for ADUFA. This state-ofthe-art system will also serve as the basis
for the implementation of additional FDA user fees.

Budget and Performance Integration

OFM worked closely with the Office of Planning (OPL) to develop budget guidance for program
components, analyze budget and performance submissions from FDA components, and prepare
budget requests and performance plans.

In November 2003, OFM and OPL met with the budget contacts in the Centers, OC, and ORA to
discuss the Congressional justification in regards to changes necessary for the FY 2006 perfor-
mance budget submission. For the Congressional submission, OFM briefed the budget contacts on
the changes that would infuse the budget document with performance related information. These
changes included providing an expanded background section to give a greater context on the
scope of the regulatory authority imposed on industry and/or the public health impact on the
American public; providing program increases by FDA strategic and performance goals, incorporat-
ing success stories to show how resource funding is linked to performance results; and inserting
charts and pictures to provide variety and improve flow in the document. The FY 2005
Performance Plan was linked to the budget request by describing the use of the funding but left the
specific performance implications to the annual performance plan. The request included examples
of specific performance goals throughout the document to justify the request by describing perfor-
mance targets attributable to these resources.

For FY 2006, FDA has produced two performance based budget submissions. Performance infor-
mation was placed throughout the document that linked funding with performance targets. Other
performance related information was also provided that included performance analysis on all of
the program’s goals, the full cost presentation for each of the FY 2006 performance goals, and a
conscious linking of the existing traditional budgetary outputs along side of GPRA performance
targets.

Under this new methodology, the traditional budget presentation is now coupled with performance
information presenting a complete resource and performance picture. The presentation order in the
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FY 2006 performance budget is: base activities (justification), program activity data (PAD), and
performance targets. This request funds base activities that in turn support the accomplishment of
discrete workload outputs, as shown in the PAD and in performance goal targets. Each of these
measures contribute to the achievement of long-term public health outcomes and strategic goals.
Since the annual performance plan is subsumed into the performance budget, the remaining parts
of the plan are included in the budget’s appendix sections.

FDA Follow-up on the OMB’s Program Assessment Rating Tool (PART). Based on the
results of its FY 2004 PART evaluation, FDA committed to a series of changes raised by OMB. FDA
developed outcome and efficiency goals, reduced the number of performance goals, and
embraced the improvements envisioned in the President’s Management Agenda (e.g., in the areas
of competitive sourcing, workforce planning, organizational de-layering, electronic government, and
improved financial performance). When OMB decided to re-evaluate FDA as a single entity pro-
gram in the summer of FY 2003, the agency was able to show significant progress and was recog-
nized by OMB with a rating of moderately effective.

Building on this success, in FY 2004, FDA proceeded to make progress in achieving these PART
and PMA goals. FDA leadership established the Strategic Planning Council to monitor progress
and make changes to the way FDA conducted business. In January 2004, the council agreed to
establish a performance framework that systematically linked an array of program activities, out-
puts, and outcomes to support and demonstrate progress in meeting the long-term outcome goals.
This council has also directed that the agency should prepare for the FY 2006 PART process with
DHHS and OMB to demonstrate FDA's progress and to facilitate the making of performance and
resource decisions for the upcoming budget cycle. In May 2004, FDA met with DHHS and OMB
officials and provided evidence of progress in achieving long-term outcome goals.

FY 2004 Appropriation. On January 23, 2004, the President signed the Consolidated
Appropriation Act, 2004, which provides FDA with a FY 2004 program level budget of $1.7 bil-
lion. These resources will support our responsibilities under the Federal Food, Drug, and Cosmetic
Act to ensure that new products are safe and effective for consumers. This legislation allows for
$286.5 million for user fees, including $249.8 million for Prescription Drug User Fees, $31.6 mil-
lion for Medical Device User Fee and Modernization Act, and $5 million in newly appropriated
user fees authorized by the Animal Drug User Fee Act. Indefinite appropriations for MQSA, Color
Certification and Export Certification provide an additional $23.2 million in user fee resources.

Provided for in the appropriation is $23.3 million for pay inflation, $2.4 million for CDER’s move
to White Oak, $20.5 million for food safety, $1.15 million for UFMS, $6.0 million for medical
device review, $3.0 million for patient safety involving human drugs and devices, $.65 million for
over the counter drugs, $8.0 million for generic drugs, and $4.0 million to implement the Best
Pharmaceuticals for Child Act as well as reductions of $28 million in management and other
savings, $29.1 million in IT consolidations, and $.95 million for Buildings and Facilities.
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Budget Execution. In the financial management area, Budget Execution completed projects
relating to the structure changes in the agency. These include:

Development of the initial budget policies related to the establishment of the Office of Shared
Services, enabling FDA to establish interim budgets and charge costs to its users as appropriate.
The FDA Management Council approved the budget for OSS in January, 2004.

OFM coordinated development of initial spending and operating plans, with CVM and ORA, for
the use of new Animal Drug User Fees, and successfully implemented the collection and allocation
of these fees during the first year of operation of this program.

Worked with CVM, CDRH, CDER, and OC staff to begin implementation of the Memorandum of
Agreement which establishes funding arrangements for the new animal facilities program at the
FDA facilities at White Oak.
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Financial Management Outreach

Improved communication of resource issues and mission priorities with Departmental, OMB, and
Congressional staff and facilitated informational briefings and visits to FDA facilities to improve
understanding of FDA’s mission and increased responsibilities.

Responded more quickly to Congressional inquiries, including the annual questions and answers,
which follow the Budget Hearings. OFM also provided more background materials and electronic
transmission of FDA program announcements to this staff. This included internal briefing to the staff
and site visits of our facilities.

|\l '4 Office of Management Programs

Office of Management

Human Resources Consolidation - DHHS “40 to 4” Consolidation. Served as liaison
with the Rockville Human Resources Center to prepare for stand-up on January 25, 2004. In
preparation, coordinated migration of staff and functions, including the coordination of physical
space moves, establishing client contacts, review and approval of Service Level Agreements and
coordination of service delivery.

Federal Managers’ Financial Integrity Act (FMFIA) Activities.
* Met the preliminary and final accelerated reporting requirements for the FY 2004 Letter of
Assurance/Annual Report.

* Updated the FMFIA policy document under Staff Manual Guide 2350.1, and the FMFIA

Training Presentation to reflect recent reorganizations and areas of responsibility.

Delegations of Authority (DOA) Activities.
* Prepared and published a comprehensive update to the DOA policy and procedures
under Staff Manual Guide (SMG) 1401.1.

* Finalized and published the Federal Register notice to remove the regulatory delegations

from the Code of Federal Regulations. All of the DOA are under the 1400 series SMGs
and, specifically, the regulatory DOA are under the 1410 series SMGs.

e Obtained DOA from the Secretary to the Commissioner under the Clinical Laboratory
Improvements Act and the Pediatric Research Equity Act.

* Updated various administrative DOA to reflect the establishment of the Office of Shared
Services and the retitling of the Office of Management and Systems to the Office of
Management.
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Office of Inspector General (OIG) Program.

The OIG Work Plan sets forth various projects to be addressed during the fiscal year by the
Office of the Inspector General. During the FDA Management Council Meeting in August,
agency officials discussed and determined the priority order with respect to the 10 agency-
related projects listed in the OIG Work Plan for 2005.

The OIG previously conducted audits of 11 FDA laboratories, assessing physical security
and security controls on the labs containing select agents. During their audits, the OIG
made more than 300 recommendations. In FY 2004, a series of follow-up audits were
conducted by KPMG. KPMG's audits found that more than 92 percent of the OIG's
recommendations had been fully implemented, implemented by alternate actions, or were
in the process of being implemented. Actions taken by FDA since KPMG's audit brought
the percentage of implemented recommendations to more than 96 percent. The agency is
continuing its efforts to strengthen the security of select agent labs.

To enhance communication and increase collaboration, OM convened three Quarterly
Forums to discuss the status of the OIG's studies and audits, and to provide feedback on the
agency's progress in implementing and providing status updates on the recommendations
addressed in the final reports. The forum provided an arena for OIG and FDA officials to
reach common ground on significant issues.

The OIG Web site was updated to include a direct link on the FDA Intranet page. Included
on the OIG Web site are laws, regulations, procedures, the Center/Office liaisons, and a
link to HHS OIG Intranet. In addition, a training presentation is available.

Organization Program.

Completed the final phase of the FDA delayering initiative.
Processed 27 agency reorganization packages.
Completed the first Organization Program Assessment.

Assisted the agency with implementing the Shared Services Field Organization components.

Freedom of Information Act (FOIA) Activities.

Received, reviewed, logged, referred and monitored the processing of 18,676 FOIA
requests, including 178 denials and 32 appeals.

Ended the FOI repository pilot. All requests and responses are now being distributed
electronically via the FOI repository for all major agency components.

Planned, developed and presented several FOIA/Privacy Act training sessions for agency
employees.

Posted 581 warning letters on the Internet in the agency’s Electronic Reading Room and
posted 12 warning letter responses.
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Published a Direct Final Rule in the Federal Register to incorporate exemptions one, two,
and three of the FOIA in its public information regulations. Exemption one applies to
information that is classified in the interest of national defense or foreign policy. Exemption
two applies to records that are related solely to the agency’s internal personnel rules and
practices. Exemption three incorporates the various nondisclosure provisions that are
contained in other statutes.

Reviewed and endorsed Privacy Impact Assessments for 68 major information systems.
Privacy Act Impact Assessments are required by the Electronic Government Act of 2002.

Issued disclosure guidance for financial and ethics disclosure forms for Special Government
Employees to all relevant agency components.

Ethics Program Activities.

The Ethics and Integrity Staff (EIS) focused on customer service in 2004. The Ethics
Web-site was expanded to include an "ethics advisory" section providing employees access
to all-hands memoranda and other ethics related materials. The internal process of
preparing a file to retain financial disclosure reports and other ethics related materials for
all confidential filers was revised to include all employees classified as non-ilers. This
action allows the EIS to better serve all employees by providing a repository of ethics
advice and actions.

The new employee orientation briefing was expanded from 1 to 1-1/4 hours to allow for a
question and answer period that has proved to be very helpful to employees entering the
agency.

The process for employees to request approval for outside activities was revised by the
agency and, subsequently, a new, comprehensive form to request such approval was
developed. The EIS worked extensively with the Centers to update internal procedures
pertaining to the collection and review of outside activity reports. In addition, the EIS
drafted a new Staff Manual Guide on the outside activity process to bring clarity to this
important ethics regulation.

A change by the Commissioner in the criteria for determining confidential filing status
resulted in approximately 1,500 new filers across the agency.

Paperwork Reduction Act/OMB Team (PRAT).

Continued efforts in FY 2004 to reduce the paperwork burden upon the public without com
promising program integrity. Obtained approval for 25 new information collections and
extensions for 48 existing information collections and compiled FDA's FY 2004 Information
Collection Budget.

Played an integral role in the publication of high profile regulations including Requirements
for Submission of Labeling for Human Prescription Drugs and Biologics in Electronic Format,
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Assessment of the Effects of Antimicrobial Drug Residues from Food of Animal Origin in the
Human Intestinal Flora, Supplements and Other Changes to An Approved Application, and
Eligibility Determination for Donors of Human Cells, Tissues, and Cellular and Tissue-Based
Products.

PRAT also worked to get the information collections contained in Guidance for Industry:
Animal Drug User Fees and Fee Waivers and Reduction, and the Animal Drug User Fee
Cover Sheet. Provided advice and guidance in the approval of information collections
contained in the Commissioner’s Foods Initiative such as the Experimental Study of Health
Claim Disclaimers on Foods, the Experimental Study of Possible Footnotes and Cueing
Schemes to Help Consumers Interpret Quantitative Trans Fat Disclosures on the Nutrition
Fact Panel (NFP), and the Experimental Study of Trans Fat Claims on Foods.

Records Management and Information Dissemination (RID) Team.

Led the Records Management Renovation Project, which included the development of
revised Records Control Schedules (RSC) for Phase | Records Inventory (Office of the
Commissioner) and Phase Il (agencywide). The National Archives and Records
Administration (NARA) is reviewing these RSCs for approval. The FDA Records
Management Officer is reviewing the CBER and CDER RSCs prior to submission to NARA
for review and approval.

Awarded a records inventory and scheduling contract for Phase Il for records maintained
in CFSAN, CDRH, CVM, ORA, and NCTR. Work will begin in mid-September, 2004 and
the RSCs will be completed in August 2005.

The Records Management Officer developed an electronic records filing scheme to
logically classify records groups to provide comprehensive electronic records data
architecture for future implementation of an electronic record-keeping system.

Began developing an automated records control schedule to provide a method to
electronically input information to be scheduled, reviewed, and approved through
appropriate individuals.

Completed the migration of the current database in Microsoft Access to a relational
database with protected access to allow FDA centers/offices to share and track records
disposition information.

PRARMB analysts began the planning phase of the Staff Manual Guide (SMG)
Revitalization Project. The purpose of this project is to update all out-of-date SMGs, and
to make them easier for both the Agency and the public to use.
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Dockets Management

The Division of Dockets Management continues to receive electronic submissions that provide an
easy way for the public to submit both general comments on specific issues and specific comments
on proposed rules, guidances, notices of meetings, workshops, and other activities. More submis-
sions are being submitted electronically than via paper, since the implementation of electronic sub-
missions in 1998.

Comments Received - Electronic & Written
{Excludes Forms)

08 KT i Wl 02 03 4
® Electrenic | S99 | 753 | 14865 34086 | 47664 | 10T45 19211
= Written 34673 I0RAT 65044 74621 16027 S04 4484

Il Electronic ® Written

HR Programs Staff.

Reorganization:

The Employee and Organizational Development Branch was reorganized as the Human
Resources (HR) Programs Staff to manage many of the agency’s human capital
management and human resources development programs.

Reward & Recognition Program

Coordinated the annual agency Honor Awards Ceremony, recognizing outstanding
contributions made by 88 individuals and 55 groups with 2,807 group members. The
award recipients included FDA civil service employees, PHS Commissioned Corps officers,
employees from other Federal and state Government agencies, former FDA employees, and
non-Government employees.

Administered the agency Reward & Recognition Program.

Strategic Workforce Planning

Coordinated and implemented the two-year DHHS Emerging Leaders Program within FDA.
Two FDA participants graduated from the 2002 program. FDA selected four participants
from various scientific and public health related occupations for the 2004 program.

Coordinated and implemented the Hispanic Association of Colleges & Universities (HACU),
National Association for Equal Opportunity in Higher Education (NAFEO), and
Washington Internships for Native Students (WINS) intern programs. FDA placed 12
HACU, three NAFEO and one WINS interns for the spring, summer and fall semesters.
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Coordinated and implemented the Presidential Management Fellows (PMF) Program
within FDA. FDA selected three PMFs this year.

Participated in the HHS Career Mentoring program that was piloted this year targeting
HHS employees who have at least one year of experience and less than five years.
FDA has 40 mentoring pairs participating in the program.

Quality of Worklife Initiatives

Continued to strengthen the Quality of Work Life (QWL) programs during this 9th year of
FDA's QWL Program. Initiatives under the QWL program have helped with recruitment and
retention of a highly skilled, quality workforce. Significant accomplishments include:

- Each employee received a copy of Five Wishes as part of the Elder Care Program and
New Employee Orientation. Five Wishes informs adults of all ages how to plan for their
care in case they become seriously ill. Five Wishes is an easy to use living will and is
considered a legal document in most states.

- Continued the Smoking Cessation Initiative.

- Continued to support and encourage “Any 80", flexi-place arrangements, and alternate
work schedules (AWS). The FDA Cooperation Council sponsored training broadcasted
nationwide for all FDA employees covering the issues of AWS and flexiplace agreements
in January 2004.

Leadership Training & Development

Under the FAME program, delivered 15 training courses attended by 289 participants from
across the FDA, a 14 percent increase in participants from FY 2003.

FDA expanded its FAME leadership training, created to assist supervisors, managers and
team leaders in identifying and developing the critical management and leadership skills
necessary to communicate effectively, manage successfully and create and contribute to
motivated high-performance teams. With the addition of a fourth course, FDA widened its
audience to include non-supervisory employees seeking the opportunity to explore
supervision as a career. The newest course, the Supervisory Potential Course, was
designed to address FDA's succession planning needs. It supports the agency’s strategic
workforce plan to building a strong FDA by identifying future supervisors early in their
careers.

FDA participants are overwhelmingly satisfied with the FDA courses they attend.
Participants reported at the end of the courses that 100 percent of them would recommend
Personnel Practices for Supervisors, 98 percent would recommend Leadership Skills I,

97 percent would recommend Leadership Skills I, and 90 percent would recommend the
Supervisory Potential Course.
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* Sustained the learning from the Leadership Skills | and Il courses by continuing to hold
monthly leadership forums for graduates of the leadership skills training courses.

* Sponsored one new organizational development intervention.

* To support the strategic goal of building a Strong FDA, redesigned the Leadership
Development Program to ensure that high potential employees are developed as future
agency leaders.

@ﬂﬁice of Shared Services

Office of Management

In early FY 2004, the Office of Shared Services was created to provide high quality administrative
services from a single organization. The implementation of OSS, along with de-layering initiatives
and competitive sourcing activities, contributed to the agency achieving a cost savings of $2.6
million. Furthermore, FDA met the FY 2004 administrative staff reduction of 7.5 percent identified in
the President’s budget. The following table details OSS initiatives and accomplishments for FY
2004.

Initiatives Summary of Accomplishments

* Delivered Portfolio of Services to HQ and Field components.

Implemented * Assured high quality administrative services through a single
‘Shared Services’| organization.
organization

* Contributed to FDA successfully meeting the FY 2004
administrative reduction identified in the President’s budget.

* Implemented a Call Center for information technology and
administrative help desk support for all FDA Headquarters and
Field employees.

Implemented
C:I.L Center * Established four contracts to support ERIC technology needs:
(ERIC) o Peregrine service ticketing software;

o Peregrine software licenses;
o Telephony call routing software; and
o ERIC Web portal
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Awarded the IT
Infrastructure Services
Contract

* Supported the President’s Management Agenda and the
Secretary’s initiative for the consolidation of IT Infrastructure.

* Consolidated the agency’s numerous IT Infrastructure
contracts.

Purchase Request
Information System
(PRISM)

* Provided training to employees directly involved with pro
curement.

Consolidation of

Document Control

Room & Records
Management Services

e Awarded 10 task orders to consolidate FDA documents and
records management activities.

* Consolidation has resulted in a five percent reduction in
contract employees.

Financial Enterprise
Solutions/Unified
Financial Management
System Logistical
Support

* Awarded new contract to streamline, update and improve
FDA's 30 year-old accounting system.

* Bearing Point will support business transformation activities at
FDA including project plan development, communications,
workforce transition and training.

Department Acquisition
Consolidation

* Participated in the Secretary’s effort to achieve acquisition
consolidation across the Department with the goal of
recommending standard and consistent processes.

E-Grants Initiative

* Entered into an Interagency Agreement with NIH for a Pilot
Phase for the Migration of FDA grants operations to the NIH
IMPAC Il system.

Small Business Goals

* Exceeded goals for Small Business, 8(a), Small
Disadvantaged, Woman-owned, and HUBZone Small
Businesses.

Business Category Accomplishment * DHHS Goals
% $ in 000’s % $ in 000’s

Small Business 37.02 80,162 30.32 95,572
8(a) Awards 10.91 23,621 5.56 17,526
SDB 21.99 47,611 11.12 35,051
Women-Owned 6.40 13,856 5.05 15,918
HUBZone 4.02 8,716 3.03 9,551
Service Disabled Veteran .01 11 3.00 9,456
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EEO General
Administration

* Developed EEO & Diversity Policy Statements for the agency.

* Incorporated workforce diversity program measure into FDA
Strategic Action Plan and Commissioner’s Performance
Contract.

EEO Compliance

* Implemented i-Complaints, state-of-the-art EEO complaints
tracking software

* Implemented the posting and reporting requirements under
NO FEAR Act to HHS.

Diversity Management

* Acquired and preparing for the implementation of e-Versity, a
state-of-the-art EEO planning and workforce analysis software
system.

* Developed and implemented mandatory EEO Compliance
Training for Managers and Supervisors.

* Developed on-line training modules in Workplace
Harassment Prevention, Reasonable Accommodation, Conflict
Prevention and Resolution, and EEO Program
Plan/MD-715/Special Emphasis.

Conflict Prevention &
Resolution (CPR)

* Developed Memorandum of Understanding with NTEU on
CPR program.

OFFAS Organization

* Led activities in preparation for the stand-up of OFFAS by:
o Ensuring HR issues were appropriately addressed;
o authoring memoranda of understanding with customers;
o establishing service level agreements; and
o establishing process flows

MEO Activities - Office
of Field Financial and
Acquisition Services

* Implemented the Most Efficient Organization (MEO) for
General Accounting on March 21, 2004.

* Established Quality Control Plan for MEO to reflect the
Quality Assurance Surveillance Plan (QMSP) in effect at that
time (May 2004).

MEO Activities - Office
of Real Property
Services

* Implemented the MEO for Real Property on March 21, 2004.

* Established Quality Control Plan for MEO to reflect the
Quality Assurance Surveillance Plan in effect at that
time (May 2004).
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Travel card * Increased executive-level awareness through travel card
Delinquency Letters delinquency letters, which has significantly reduced the
number of delinquencies.

Move Management * Implemented Prudential Relocation Contract for improved
Services move management services.

* Utilized commercial payment digital imaging to speed invoice
payments.

* Partnered with Centers to establish a “procureto-pay” invoice

o rocess.
Invoice Payments P

* Utilized Central Contractor Registration (CCR) system to assist
FDA in the reduction of payment errors.

* Developed “proper invoice requirement clause” for PRISM.

* Completed construction and received certification for Bio
Safety Level 3 laboratory in Jamaica, NY.

Bio-Safety Level 3 * Completed construction and received certification for 3 Bio

Laboratory Safety Level 3 laboratories on the NIH campus.

* Completed construction and received verbal certification for
Bio Safety Level 3 laboratory facility in Irvine, CA.

* Completed decommissioning at the ORA Detroit District
Decommissioning Laboratory, ORA Pacific Regional Laboratory SW.

* Completed decommissioning at the CDER laboratory,
Nicholson Lane Research Center.

* Successfully negotiated with GSA to delay the rent start for
the White Oak Life Sciences Lab until November 1, after the
lab spaces had been fully commissioned. This saved FDA

Construction, Space approximately $417,000 in FY 2004.

Acquisiion & * Relocated the OCI Oakland Field Office when it was forced

Renovation to move from spaced leased space by the US District Court.

* Relocated ORA Los Angeles District Office to the new FDA
Irvine building, saving the agency $1.1 million annually.
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W@P White Oak Consolidation Program

Office of Management

Life Sciences Laboratory: On December 11, 2003, a dedication ceremony was held for the
Life Science Laboratory, a state of the art biological science, chemistry and animal research facility.
As the first new building to open on the site, the laboratory provides approximately 124,000 gross
square feet (gsf), for 120 employees from CDER and CDRH.

CDER Office Building: Construction of this building began on November 15, 2002, and has
progressed on schedule for occupancy in spring 2005. This 560,000 gsf modern office facility
will accommodate the Office of New Drugs which is comprised of approximately 1,700 medical
review and support staff. The facility also includes a 60,000 gsf modern document storage center,
mail room and associated support space.

Central Shared Use | Building (CSU): Design has been completed on the CSU, and the con-
struction contract was awarded in September 2004.  When fit-out is completed, this building will
provide employees and visitors with a cafeteria, conference and training center, credit union, fitness
center, health unit, central library and R&W store, along with housing the agency security com-
mand center, central data center and NTEU offices.

CDRH Engineering/Physics Laboratory: Began review of technical proposals for this labo-
ratory, which is expected to be awarded by the end of 2004. When ready for occupancy, it will
provide approximately 140,000 gsf of high tech laboratories engaged in evaluating electromag-
netic and medical devices, radiological instruments and consumer appliances generating radiologi-
cal signals. The laboratory contains numerous vibration isolation slabs, electromagnetic shielding,
and anechoic chamber and laser devices specifically supportive of the scientific program. This
facility is scheduled for occupancy in 2006.

CDER Office Expansion Building: Design of this building has progressed to the 15 percent
level. When construction is complete, it will provide approximately 290,000 gsf that will accom-
modate the Center Director’s office and the balance of the CDER scientific and support staffs. This
is a uniquely designed office building that features a raised floor air distribution system. This design
change provides for more offices benefiting from direct outside daylight, taller windows and more
efficient distribution of air and electricity along with IT/Telecom and security wiring. Award is
expected in the summer of 2005.

Community, Employee and Official Presentations: Conducted briefings and tours for
Administrative and congressional staff including a tour for the Senate Appropriations Committee.
Tours were regularly provided to FDA managers, NTEU officials, employees and members of the
local community and private industry.
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Relocation Planning and Coordination for White Oak Consolidation: Initiated the
planning required to occupy the second building to be completed at the FDA consolidation site in
White Oak. Through detailed scheduling and coordination with multiple FDA components and
needed vendors, the relocation is planned to start in April 2005. The preparation and coordina-
tion involves the following:

* Tracking the relocation budget and expenditures

* Establishing an office furniture standard for the site

* Selecting and procuring furniture through a committee process involving the future occupants

and the NTEU
* Identifying and selecting a firm for the move

* Coordinating the information technology and telephone requirements with the occupancy
schedule

* Coordinating environmental health and safety concerns and security requirements with the
occupancy schedule

* Coordinating the building operational needs with the building operations organizations

* Coordinating the development and implementation of a web-based database for furniture and
chair selection

* Revising the Program’s Web site to provide employees with current information on the White
Oak Consolidation
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Planned Initiatives in FY 2009

The OM team is proud of FDA's FY 2004 managerial accomplishments and looks forward to the
challenges ahead. In FY 2005, OM will continue to work with all organizational components of
the FDA management team to position the agency to meet Departmental goals and objectives with
state-ofthe-art technology, re-designed cost management systems, streamlined business processes,
and innovative approaches while addressing our customer’s needs. A discussion of some of the
high priorities on which OM plans to focus in FY 2005 follows.

e » Chief Information Officer * *
Continue increasing the efficiency and effectiveness of agency management by:
- Creating the Infrastructure Architecture Council as a means of getting control on the impact of

new and existing projects on the underlying infrastructure.

- Conducting a study of existing server and storage architecture in order to identify opportunities
for further consolidation, in conjunction with the move to White Oak, followed by
implementation of the recommendations resulting from the study.

- Leveraging IT strategic efforts such as the Submission Harmony and Reliable E-business (SHARE)
and the FDA Enterprise Portal as contributors to server consolidation.

- Completing deployment of the Active Directory and Systems Management Server (SMS)
solutions.

- Developing and implementing a disaster recovery plan, including requirements for a disaster
recovery site.

Continue transitioning Information Technology from an enabler to a strategic tool by:

- Strengthening IT’s understanding of the requirements of the business community through the
continued partnership with the Business Process Planning program, with one outcome of success
being an IT strategic plan championed by the BPP.

- Continuing development of technology roadmaps and operation of the technology approval
process to ensure the seamless fit of technology into FDA workflow.

- Executing the next phases of the strategic systems or investments directly supporting
implementation of PDUFA goals, specifically Submission Harmony and Reliable E-business
(SHARE), Electronic Common Technical Document (eCTD) and Structured Product Labeling.
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The OCIO will support the “One HHS” approach to management by:
- Completing the HHSNet project.
- Transitioning to the Enterprise Email System as scheduled.
- Addressing specific IT security audit findings and other identified weaknesses with the

development and implementation of an FDA disaster recovery plan.

 » Executive Operations * °

Address outstanding property inventory issues in OC by implementing mandatory training for OC
Property Custodial Officer’s and reviewing/revising current OC property procedures.

Prepare, implement and enforce procedures for GSA-leased OC shared-use vehicles.

Schedule and facilitate four quarterly All-Hands Broadcasts with Commissioner and CDRH TV
Studio.

Manage registration process for EEO compliance training for OC managers and supervisors.

Coordinate Gallup survey process for OC employees.

e * Financial Management ¢ °

Congressional Outreach

Continue the long-term process of strengthening communications with the appropriations subcommit-
tees, as well as Office of Management and Budget and DHHS staff to increase their knowledge of
the agency’s mission, goals, and public health initiatives. This will be accomplished by: 1) refining
the agency’s performance budget submissions; 2) conducting program briefings and facilities tours;
3) providing timely and accurate background information; 4) integrating IT resources and planning
into the process; and 5) coordinating with the Office of Legislation to ensure appropriations and
authorizations committees receive consistent information.

Budget

Develop the FY 2007 Performance Budget, through a planning process that focuses on critical
needs and carefully examines base funded programs. Refine the integration of the FY 2007 bud-
get submissions to more directly link the budget and performance integration.

Work with CFSAN to monitor funds in the Revolving Fund for Certification of Colors and develop a

proposal for a change in the fees charged under this program to keep the program running at its
current level.
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Assure that funds are provided in FY 2005 for the costs of occupying additional facilities at the new
White Oak, Maryland campus, primarily for the CDER office buildings to be occupied during
2005.

Work with the Centers, ORA, OC, and the Office of Shared Services, to complete and implement
budget allocations for the Office of Shared Services for the inclusion of Field and NCTR shared ser-
vices during FY 2005.

User Fees

Finalize the upgrade of the PDUFA and MDUFMA billing and collection system. This will enable
FDA to generate reports and have the consistent look and features for all user fees. It allows indus-
try to go to one central site for drug, animal drugs, biologics, and medical devices user fee pay-
ments and applications. It will allow OFM to track and more easily record receipts and the billing
and collection system will be interfaced with the UFMS.

Complete reporting requirements and begin implementation of an Activity-Based Management and
Activity-Based Costing system that will: 1) enable better process for good managerial costing; 2)
take advantage of data available through UFMS; 3) support managers’ ability to allocate scarce
resources to most effectively perform mission-critical functions; and 4) provide an agencywide activi-
ty accounting and reporting process.

Provide annual PDUFA Financial Reports to Congress, manage the fee-exceedsthe costs waiver pro-
visions, and issue Federal Register notices for new fees every August.

Accounting

Maintain an unqualified audit opinion for the FY 2004 audit while at the same time meeting the
accelerated deadlines. This will be accomplished by preparing monthly reconciliations throughout
the year and by closing the General Ledger sooner using the new procedure for preparing finan-
cial statements. This new procedure will save time and allow us to meet the increased reporting
requirements, as well as the accelerated dues dates.

Produce the FDA Annual Financial Report within the designated time frames established by the
Department and the OIG by ensuring advanced coordination and communication with all of the
component contributors.

Resolve the reportable condition with FDA's financial analyses and reporting controls by preparing
timely reconciliations and analyses on fund balance with Treasury, undelivered orders, accounts

payable, and accounts receivable.

Improve the close-out process for open obligations by closely monitoring monthly reports and work-
ing with components on timely deobligations.
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Financial Systems

Launch the second phase of FDA's implementation of the Department’s Unified Financial
Management System during April 2005. In the interim, as a part of FDA's Financial Enterprise
Solutions, develop the five interfaces required by FDA to work within UFMS. Continue to conduct
UFMS awareness sessions and training in agency components.

Implement the Oracle I-Procurement module and provide training as FDA's requisitioning system
with a target date of April 2005. The I-Procurement module provides electronic funds controls and
approvals for purchases.

Implement a sponsored travel module and a travel reporting module using Oracle and Business
Objects. The approval process for travel will be streamlined by requiring only signatures of the
travelers.

Begin planning for the consolidation of property.
Begin preparations with OFS to migrate to E-Travel in FY 2006.

Begin implementation of an activity-based costing solicitation for CDRH, the Office of Shared
Services, and Office of Information Technology Shared Services.

* » Management Programs ¢ *

Federal Managers’ Financial Integrity Act

- Work with selective components to identify areas of opportunities for future FMFIA reviews.

Delegations of Authority (DOA)
- Continue updating administrative DOAs, specifically personnel authorities, to reflect the
Departmental consolidation.

- Continue working with CFSAN and ORA on Bioterrorism-related DOA:s.
- Continue working with CYM on the Minor Use and Minor Species Animal Health Act DOA:s.
- Work with components to ensure they prepare and submit packages to update their DOAs.

- Continue working on training presentation to enhance DOA Web site.
Office of Inspector General (OIG) Program

- Roll out new OIG web-based training module for agency managers and supervisors for the
Office of the Commissioner.
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Organization Program
- Verify, correct, and post Volume | of the Staff Manual Guides on the Internet.
- Create electronic copies of all study documents and send originals to archives.

- Complete the first Bi-Annual Organization Program Meeting with agency liaisons.

Freedom of Information Act (FOIA)

- Implement the agencywide FOIA tracking module of the Agency Information Management
System (AIMS), which will include a rewrite of DFOI’s existing FOIA Tracking system and
integration of the FOI repository.

- Plan, develop, and present FOI/Privacy Act training sessions for agency employees.

- Issue revised Staff Manual Guides for FDA's FOIA and Privacy Act activities.

Ethics Program

- Implement an automated process for submission of all outside activities’ requests (HHS 520-1),
and work to seek authorization for electronic submission/signature of the HHS 520-1 form from
the Department and Office of Government Ethics.

- Work to seek approval for electronic submission of OGE Form 450 and SF-278 from the
Department and OGE.

- Seek revisions and clarifications in the HHS Supplemental Regulations to the Standards of
Ethical Conduct.

- Provide support to OIG and OGE during their reviews of FDA's Ethics Program and implement
any necessary corrective actions.

HR Programs Staff
Quality of Work Life (QWL) Initiatives

- Facilitate FDA participation in the QWL Human Resource Management Index (HRMI) survey to
measure employee satisfaction.

E-Llearning

- In partnership with HHS, plan for the implementation of the GeoMaestro learning management
system for electronic training registration, tracking and reporting.

Organizational Development
- Facilitate FDA-wide participation in the Gallup Q12® Management System survey to assess the

organizational culture/climate processes and employee engagement at both the organization
and workgroup levels.

- Announce new FDA Leadership Development Program.

- Propose changes to streamline FDA Peer Review Program.
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e » Shared Services * ¢

Service Provider Resource Center
Implement a web-based Service Provider Resource Center to ensure that OSS staff has the appro-
priate tools to enhance the effectiveness of business operations.

Business Process Management Reporting

Establish and manage business processes to increase efficiency and effectiveness of our mission-crit-
ical functions, including partnerships with other FDA components to consolidate common processes,
increase efficiency, cross systems analysis, automation of process, and increase return on invest-
ment, efc.

Business Process Improvements
Develop and implement business process improvements to assure overall service performance by
improving productivity, high-customer satisfaction, and cost-efficiency.

Clerical Services Management Plan
Develop and implement a Clerical Services Management Plan.

Career Training Plans
Establish career training plans to provide employees with the necessary tools to perform their work.

Review and Improve Internal Administrative Functions

Develop OSS directives to establish and document systems of internal controls for administrative
and management activities, and to serve as a template to review and improve internal administra-
tive functions.

OSS Internal and External Communication Plans
Develop and implement plans, including aggressive customer service, to improve communication
both internally and externally by engaging with employees, customers and stakeholders.

OSS Service Provider and Customer Forum
Present an open forum where OSS Service Providers and customers can discuss services and activi-

ties, including the development and revisions of Service Agreements.

Employee Resource Information Center:

ERIC Call Center infrastructure
Collaborate with other HHS OPDIVs to maximize on existing ERIC Call Center infrastructure.
Currently reviewing adding e-Travel and UFMS into the ERIC portfolio of services.
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Establish Outreach Programs
Establish outreach programs with additional Government agencies and private industry to share
information and review best practices.

Acquisitions and Grants Services

Competitive Sourcing

Continue to support the President’s Management Agenda and agency goals by conducting cost
comparison studies under OMB Circular A-76. OAGS will support the initiative by conducting
competitions and contract functions for the agency’s designated FY 2005 A-76 activities. During
FY 2005, OAGS will conduct a competition for the clerical support function. Approximately 350
FTEs will be included in this study.

Strategic Sourcing Initiatives and Enterprise Spend Management

Continue to participate in the Department’s strategic sourcing initiatives. The strategic sourcing
initiatives are part of the on-going "One Department" initiative within HHS to reduce operating costs
and consolidate administrative functions.

Department Consolidation

Continue to participate in the Acquisition Consolidation Work Group sponsored by the Office of
the Secretary, DHHS.

E-Grants Initiative

Continue to work with agency IT representatives and NIH staff to achieve full migration of FDA
grants operations to the IMPAC Il system. In addition, OAGS will proceed with training and the
examination of the functions of each IMPAC Il module.

FDA will also continue participating in the Awarding agency Grants Administration Manual
(AAGAM) workgroup, the Grants Streamlining Committee, the Electronic Grants Subcommittee in
support of Public Law 106-107, and the expansion of electronic government.

Consolidation of Animal Husbandry Services
Continue to consolidate the Animal Husbandry Services into one contract and the anticipated
savings from this consolidation are 10 percent of present day costs.

iProcurement

Continue to partner with OFM to support the agency’s implementation of an automated requisition-
ing tool, iProcurement, that will streamline business processes, eliminate duplication of data entry,
and further enable our management of the demand for supplies and services.

PRISM

Rollout PRISM to contract specialists working on large contracts.
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Office of Equal Employment Opportunity and Diversity Management:

EEO Activities

* Implement and coordinate operations of FDA Diversity Council to serve as an advisory body on
workforce diversity issues.

* Continue to conduct Mandatory EEO compliance training for all managers and supervisors in the
agency.

* Develop and implement live and online EEO and Diversity training modules.

* Implement and coordinate activities for EEO Training Resource Library as part of FDA library.

* Implement the e-Versity program, and format all work force data needed to generate the Equal
Employment Opportunity Plan in compliance with EEOC Management Directive 715
requirements. e-Versity will facilitate data manipulation, increase capability to produce reports,
and reduce errors.

Office of Field Financial and Acquisition Services

PRISM

Implement PRISM rollout to all OFFAS locations in the first quarter of FY 2005. The simplified
acquisitions module will roll out in October and to contract specialists working on large contracts in
November.

iProcurement
Partner with OAGS and the Office of Financial Management to support the agency’s implementa-
tion of the automated requisitioning tool.

Vendor Payment Activities
Implement processes to improve vendor payment and meet the FDA requirement for consistent pro-

cedures for processing vendor payments for contracts and simplified acquisitions.

Office of Financial Services:

Payment Digital Imaging
Implement the payment digital imaging to expedite invoice payment and meet the FDA requirement
for consistent procedures for processing vendor payments for contracts and simplified acquisitions.

Significantly Reduce Travel Card Misuse & Delinquency

Significantly reduce misuse and delinquency of the travel card program by expanding travel,
training, and management awareness. In addition, will increase travel card awareness through
quarterly US Bank training awareness session.
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Office of Real Property Services:

Bio Safety Level 3 Laboratories
Complete and certify required Bio Safety Level 3 laboratories at the ORA Facilities in Cincinnati, OH;
CFSAN facilities in Laurel, MD and Chicago, IL, and CBER facilities in Bethesda, MD.

Construction, Space Acquisition, and Renovations
* Complete construction of the new office facility and relocate staff at the ORA San Juan District
and return the houses to the Commonwealth.

 Complete the study, prepare construction documents and award a contract to remedy the
sanitary sewer back-up problem at the ORA San Juan facility.

» Complete the fit-out of the first, sixth and seventh floors in the ORA/NCTR Building 50 and
relocate staff.

* Complete renovation on the HVAC improvements at the ORA Southeast Regional Laboratory
(Annex Il) in Atlanta, GA.

* Complete the following space acquisitions and relocations for:
- Consolidation of the OCI Metro Field Office and Metro Task Force in PG County.
- OCI New York and Los Angeles Field Offices.
- ORA Minnesota District Office.
- CFSAN Moffet Center program.

Implementation of Executive Orders
* Develop a plan for the implementation of an Environment, Safety and Health Management System
in FDA in accordance with Executive Order (EO) 13148 and DHHS policy.

* Begin implementation of Executive Order 13327 - Federal Real Property Asset Management.
The EO requires the development and implementation of a real property asset management plan
that meets the form, content, and other requirements established by the Federal Real Property
Council. The plan includes identifying and categorizing all real property owned, leased or
managed by the agency; prioritizing actions to be taken to improve the operational and financial
management of the inventory and making life-cycle cost estimations associated with the actions;
incorporating requirements of EO 13287 for the planning and management requirement for historic
property and for environmental management under EO 13148.

Laboratory Decommissioning

Continue and/or complete decommissioning of the following facilities: ORA Southeast Regional
Laboratory (Crawford Building and Annex 1 in Atlanta, GA); CFSAN FB-8 laboratory in Washington,
DC; CDRH 12709 Twinbrook Parkway laboratory in Rockville, MD; and CFSAN laboratory in
Chantilly, VA.

Implementation of PMA Real Property Management Initiative
Develop and implement plans to address the new real property management initiatives in the
President’s Management Agenda.
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e « White Oak Consolidation Program -« ¢

* Relocate CDER Office of New Drugs to the CDER Office Building

* Begin construction of the Central Shared Use Building.

* Award and begin construction of the CDRH Engineering/Physics Laboratory.

* Complete design and begin construction of the CDER Office Expansion Building.
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During FY 2004, OM employees contributed greatly to the accomplishment of the agency mission
through their continued commitment, dedication, and hard work. The efforts of many of these
employees were recognized at FDA's Honor Awards Ceremony, with the presentation of numerous
individual and group awards. The following is a listing of OM Honor Award recipients for FY

2004.

DHHS SECRETARY’S AWARD FOR DISTINGUISHED SERVICE

Carrie S. Hanley

COMMISSIONER’S SPECIAL CITATION
FDA/Booz Allen Hamilton Shared Services Team

Richard R. Alvarez
Matthew J. Amann
Glenda F. Barfell
Robert A. Bell
Roderick K. Bond
Linda L. Brna
Kenneth Brown
Jeanne P. Bruton
Katherine A. Busch
Michael L. Buster
Ronnie D. Conner
Danyiel A. D'Antonio
Christina A. Davidson
L'Tonya J. Davis
Andrew B. Dempster
David E. Dwyer
Susan D. Farran
Frank J. Farrell 11

John D. Gugliotti
Carrie S. Hanley
William R. Harris
Stephanie M. Hawk
Cynthia A. Hawley
Michelle M. Hawley
James S. Heslin
Helen S. Horn
Dennis H. Hunt
Joan K. Jappa
Cheryl J. Kelley
Loretta M. Logan
Ronald J. Loube
Robert R. Macleod
Lorraine V. Malden
Jeanne C. McDowell
Maria Meredith
Jeffrey D. Mitchell

Jennifer M. Newell
Lynn K. Pellegrino
Gerry L. Pfaff

Sonia M. Picado
Catrina M. Posley
Charles A. Rigsby
James J. Rinaldi

John J. Robbins
Edwin G. Rogers
Joyce A. Siwarski
Scheryl Y. Sledge Gonzalez
Joyce M. Washington
Karen J. Whalen
Rosie M. Whitcraft
Janet M. Yellin
Valerie A. Young

For outstanding commitment to and collaborative support of the many activities related to the
design and implementation of a new service delivery model in FDA.

A-76 Study Teams
Gail E. Becker
Donna J. Berkowitz

Marc J. Bloom
Linda L. Brna

CAPT Hamilton L. Brown

William R. Harris
Jeanine B. Hartnett
William H. Hoffman
Kimberly A. Holden
Helen S. Horn
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Katherine A. Busch Dennis H. Hunt Edwin G. Rogers
Caroline P. Dean Elaine A. Johanson Fredrick L. Rohdenburg
Andrew B. Dempster Roy E. Keeny, Jr. Stephen Roth

Megan J. Gnall Elena N. Ketelhut Alexis M. Salgado
Carrie S. Hanley Gail L. Kohlhorst Charles M. Waters

For untiring effort in the development of comprehensive Performance Work Statements and cost
effective Most Efficient Organizations which resulted in six successful competitions.

ERIC Development and Implementation Team

Ronnie D. Conner Lynn K. Pellegrino Joyce M. Washington
Kathy L. Cooper Catrina M. Posley Valerie A. Young
John D. Gugliotti Charles A. Rigsby

Dennis H. Hunt Douglas A. Terle

For outstanding service in establishing the FDA Employee Resource and Information Center.

AWARD OF MERIT
Kimberly A. Holden

For outstanding leadership during a time of uncertainty and change as a result of the consolidation
of HR functions in the Department.

GROUP RECOGNITION AWARD

Shared Services Steering Committee

Mary L. Babcock Carrie S. Hanley Joan K. Jappa
Linda L. Brna Cynthia A. Hawley James J. Rinaldi
David E. Dwyer Helen S. Horn Jeffrey M. Weber

For significant involvement in and commitment to the successful design and implementation of a new
service delivery model in FDA, the Office of Shared Services.

FDA Benefits Staff

Fatmata P. Bah David R. Leffler Sandra S. Rogers
Pamela C. Gipson Luz N. Lopez Arleen G. Wang
Llinda G. Gorenstein Evelyn Moro Barbara G. Whalen
Gail M. Grado Kim M. Ricketts

For sustained outstanding performance and commitment in processing over 200 buyout and early
out retirements.
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OUTSTANDING SERVICE AWARD

Arlene S. Karr
For exceptional management and facilitation of the process leading to the selection of the OSS
leadership team.

Alfonzo Hilliard
For exemplary performance in managing the FDA Labor Relations Program.

COMMISSIONER’S AWARD OF EXCELLENCE

Katherine A. Busch
For outstanding performance in furthering the implementation of the President’s Management
Agenda and related DHHS and FDA Initiatives.

Congressional Liaison Team

Stacy M. McBride Thomas B. O’Brien

For outstanding commitment to assist FDA in its effort to secure funding for new initiatives and
defend current mission-related initiatives.

COMMISSIONER’S SPECIAL RECOGNITION AWARD

CDER Therapeutics Facility Renovations and Moves Team
Marc J. Bloom Carla P. Forehand Mark S. Schmall
David E. Dwyer John P. Long Laurie A. Whalen

For outstanding performance in providing space and facilities support to allow for the timely com-
pletion of the Commissioner’s Initiative to consolidate Therapeutics work in CDER.

Irvine Facility Contract Support Team
Patricia G. Calhoun Clyde L. Messerly Kathleen S. Smith
Lorena M. Forgosh Mark S. Schmall

For successful negotiation and award of the contracts for the Irvine facility.

Dockets Management Group, Office of Management Programs

Michelle Bigesby Delores I. Johnson Gloria M. Ortega
Jennie C. Butler Karen Kennard LaTroy D. Tinch

Helen Harris Robert McCarthy Charles W. Tobin
William F. Hunt Deborah L. Prochnow Charlotte M. Williams
Lyle D. Jaffe Samuel T. Oharo

For providing exemplary dockets management services to FDA components and the public.
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Agency Information System Security Officers (ISSO'’s)
Ruth Bandler Matthew Scholl
Billy R. Earles Kevin Stine

For establishing and overseeing the FDA IT security program and the successful implementation of
an agencywide IT security training and awareness curriculum.

COMMISSIONER’S ADMINISTRATIVE MANAGEMENT AWARD

Valerie Young
For extraordinary effort in producing a consistent, well-designed set of pages and content for the
ERIC Portal, the focal point for the new Shared Services organization.

Bradford K. Joyce
For exceptional effort in the requirements analysis and contract negotiations while ensuring migrao-
tion of FDA's website from former host UUNet to the current host ATT.

OC Travel Manager Team

David T. Caines Michael B. Fullem Paula B. Searle
Gloria J. Coon Jennifer Leo
Elizabeth J. Freedman Barbara S. Nelson

For successful implementation of Travel Manager through FDA.
COMMISSIONER’S ADMINISTRATIVE MANAGEMENT AWARD

Jane M. Peterson
For providing outstanding administrative support to the organizations that she serves within the
Office of the Commissioner.

COMMISSIONER’S COMMUNITY SERVICE AWARD

Virginia Boline
For extraordinary personal effort and sacrifice in leading the Office of Executive Operations staff in
supporting a needy family during the holiday season.
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For More Information

The OM team is pleased to work with all FDA personnel as we strive to protect, promote, and
enhance the health of the American people. For more information about OM services and systems,
please contact:

* Associate Commissioner for Management (301)-255-6762

¢ Chief Information Officer, (301)-255-6700

* Director, Office of Executive Operations, (301)-827-3440

* Director, Office of Financial Management, (301)-827-5001

* Director, Office of Management Programs, (301)-827-4120
* Director, Office of Shared Services, (301)-827-5499

* Director, White Oak Consolidation Program, (301)-827-1001

Additional information about OM programs is available on FDA's Intranet at
http://intranet.fda.gov/oms and on the Internet (at www.fda.gov) for information on PDUFA,

Dockets Management, and the Yellow Book.
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