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1.0 REVIEW OBJECTIVES AND PROCESS

Background
External peer review is a highly regarded mechanism for critically evaluating the scientific and

technical merit of research and scientific programs. This rigorous process identifies strengths,
gaps, redundancy, and research or program effectiveness in order to inform decisions regarding
scientific direction, scope, prioritization, and financial stewardship. External peer review will
address program quality, approach, direction, capability, and integrity and will also be used to
evaluate the program’s public health impact and relevance to the missions of the Centers for
Disease Control (CDC) and the Office of Public Health Preparedness and Response (OPHPR;
previously known as the Coordinating Office for Terrorism Preparedness and Emergency
Response, or COTPER?).

OPHPR has established standardized methods for peer review of intramural research and
scientific programs in order to ensure consistent and high quality reviews. A more detailed
description of CDC’s and OPHPR’s peer review policy is available on request.

CDC policy requires that all scientific programs? (including research and non-research) that are
conducted or funded by CDC be subject to external peer review at least once every five years.
The focus of the review should be on scientific and technical quality and may also include
mission relevance and program impact. The OPHPR Board of Scientific Counselors (BSC)
provides oversight functions for the research and scientific program reviews. The BSC primarily
utilizes ad hoc workgroups or expert panels to conduct the reviews. It is anticipated that the BSC
will be engaged in most of the reviews and they may elect to utilize workgroups, subcommittees
or workgroups under subcommittees to assist in the review. The BSC will evaluate findings and
make summary recommendations on all reviews, including those they engage in, as well as

reviews performed by other external experts.

'cbe began undergoing an organizational realignment of some offices and centers in the fall, 2009. Since this review was
conducted prior to the change in name from COTPER to OPHPR, some of the documents in this report reference COTPER (not
OPHPR).

2 Scientific program is defined as the term “scientific program” includes, but is not necessarily limited to, intramural and
extramural research and non-research (e.g., public health practice, core support services).
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Review Obijectives

The PHEP cooperative agreement was initially established in 1999 as a competitive grant
program to provide funds to enhance the ability to plan and respond to public health
emergencies, with particular focus on bioterrorism events. In 2002, Congress appropriated funds
to CDC to expand the program to 62 entities, to move from competitive funding to formula
funding based upon population density and other factors, and to provide guidance to awardees in
seven critical “focus areas:” planning and assessments; surveillance and epidemiology capacity;
biologic laboratory capacity; chemical laboratory capacity; health alerting, communications, and
information technology; risk communication and information dissemination; and education and

training.

The PHEP cooperative agreement has undergone annual shifts in the number and type of
recommended activities, depending on the interests of various stakeholders, including state and
local entities, national partner organizations, and other federal agencies. These stakeholder
interests vary in complexity and content; therefore, a need to establish a more transparent,
objective management process has been recognized by OPHPR senior leadership. The current
Program Announcement ends in 2010 and a new Program Announcement (PA) is currently being

developed for publication next year (project period length will be FY 2010-2015).

It is anticipated that the results of this review will inform the new PHEP Program Announcement
by assisting DSLR to articulate roles and responsibilities of CDC in providing strategic direction
for the PHEP content, prioritization of capabilities, and management of changes to the content
going forward. In light of the absence of a finalized National Health Security Strategy, this
review will focus on the prioritization process for the selection of capabilities underlying the
PHEP cooperative agreement and be directed toward the following review objectives in order to

evaluate priority capability-based priorities, and proposed strategic management practices:
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1. Evaluate and provide recommendations to the DSLR’s selection of PHEP cooperative
agreement prioritized capabilities in context of existing priorities, framework, and
limitations (legislative, departmental, and agency mandates, available funding, CDC
preparedness goals and the mission, needs, and goals of OPHPR).

2. Evaluate and provide recommendations to DSLR’s proposed approach to coordinate,
organize, and manage the various CDC, HHS, and partner stakeholders’ input in the

development and management of future content for the PHEP Cooperative Agreement.

Review Process and Timeline:

The peer review will be conducted by a 6-member ad hoc workgroup with two members of the
OPHPR Board of Scientific Counselors (BSC) serving as workgroup co-chairs and 4 invited
expert reviewers external to the OPHPR BSC. Facilitation and logistical assistance is provided
by the DSLR Associate Director for Science (ADS) and the OPHPR Office of Science and
Public Health Practice (OSPHP).

1. Pre-meeting: OSPHP convened a pre-meeting web conference (webinar) with members of the
workgroup on Monday, August 31, 2009 from 10:00 am to 12:00 pm. The webinar agenda
included overview presentations on the history of the Division of State and Local Readiness and
current Public Health Emergency Preparedness (PHEP) Cooperative Agreement priorities, the
proposed process for determining 2010-2015 PHEP priority capabilities, and the proposed PHEP
change management board. Reviewers were given the option of submitting written individual
comments in response to the review questions. These comments and questions were intended to
inform the co-chairs and assist OPHPR in providing the workgroup with the necessary

information in advance of the in-person meeting.

2. Workgroup meeting: The workgroup met for two and one-half days from September 15, 2009
through September 17, 2009 in Atlanta, GA. On the first day and on the morning of the second
day, there were presentations by DSLR staff as well as external stakeholders, discussions, and
question and answer sessions. On the afternoon of the second day and the morning of the third
day, the workgroup convened privately to deliberate, formulate findings, and write a draft
workgroup report.
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3. Post-meeting: The workgroup Chair(s) took the lead in completing the workgroup report.
Workgroup members and OPHPR and DSLR program leadership have had the opportunity to
review and comment on the contents of the workgroup report before it was finalized. DSLR will
have the opportunity to provide program responses to any findings and individual
recommendations in the report at the BSC meeting. The full BSC will deliberate on the final
panel report during the next meeting, reach a consensus on recommendations, and present these
recommendations as summary determinations to OPHPR management. DSLR will respond to
the BSC recommendations in writing and present their response and implementation plan at the

next BSC meeting.

20 SCOPE OF THE REVIEW

Objective
This program review will evaluate the prioritization process for the determination of core Public

Health Emergency Preparedness (PHEP) capabilities that will be used to develop the content of
the PHEP Program Announcement in the context of current legislative, departmental, and agency
mandates and priorities. It will also provide recommendations regarding a proposed strategic
approach to managing the content of the PHEP Program Announcement, including the
management of requested changes by PHEP stakeholders that may occur in the future.

Background
The Office of Public Health Preparedness and Response (OPHPR), Division of State and Local

Readiness (DSLR), administers the PHEP Program Announcement that funds state and local
efforts to build and strengthen their preparedness and infrastructure to respond to all hazards
(infectious diseases, natural disasters and biological, chemical and radiological threats). The
PHEP Program Announcement is a cooperative agreement requires that awardees achieve
specific, targeted capabilities to meet all-hazard preparedness. This non-competitive cooperative
agreement is to be used only for non-research activities. Approximately $6.3 billion in PHEP
cooperative agreement funding has been awarded since 1999 to 62 awardees, which include 50
states, four U.S. territories, four Freely Associated States of the Pacific, and four metropolitan
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areas (Washington, D.C., Chicago, Los Angeles County and New York City). The PHEP also
has a unique history of being strongly influenced by legislative mandates (e.g., the Pandemic and
All Hazards Preparedness Act) and significant oversight by the Department of Health and
Human Services (HHS).

The PHEP cooperative agreement was initially established in 1999 as a competitive grant
program to provide funds to enhance the ability to plan and respond to public health
emergencies, with particular focus on bioterrorism events. The program was housed in the
National Center for Infectious Diseases, and much of the content associated with the cooperative
agreement was related to the core public health services (e.g., epidemiology, laboratory science
and service, or health monitoring and other assessments). In addition, several public health

generalists provided expertise in grants management support functions.

In 2002, Congress appropriated funds to CDC to expand the program to 62 entities, to move
from competitive funding to formula funding based upon population density and other factors,
and to provide guidance to awardees in seven critical “focus areas:” planning and assessments;
surveillance and epidemiology capacity; biologic laboratory capacity; chemical laboratory
capacity; health alerting, communications, and information technology; risk communication and
information dissemination; and education and training. The program was also moved from the
National Center for Infectious Diseases to DSLR and was renamed the Public Health Emergency

Preparedness (PHEP) Program.

In Fiscal Year (FY)? 1999, PHEP funding was $40,717, 240. After the events of September 11,
2001 and the October 2001 anthrax attacks, funding rose to a peak level of $999,635,509 (FY
2001, 2002). Funding steadily decreased to $849,596,000 by FY 2004; this amount included
$809,956,000 for PHEP projects and an additional $39 million of funding to support specialized
projects such as Early Warning Infectious Disease Surveillance, Chemical Laboratory Capacity,
and mass medication prophylaxis (Cities Readiness Initiative). In FY 2006 funding increased to

$991,440,000 to include an additional $225 million in supplemental funding targeted at

® Fiscal Year (also known as financial year, or sometimes budget year) is a period used for calculating annual
("yearly") financial statements in businesses and other organizations. For the U.S. government the FY period
includes 1 September to 31 August.
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pandemic influenza preparedness. Current funding (FY 2008) is $704,867,418 and directs
awardees to address PHEP projects, the above mentioned specialized projects, as well as

pandemic influenza preparedness projects.

With the establishment of the Department of Homeland Security in 2004, program priorities for
PHEP awardees became more focused on the achievement of targeted capabilities and all-hazard
preparedness. The priorities include activities mandated by Presidential Directives, requests from
the White House Homeland Security Council (HSC), authorizing legislative mandates (e.g.,
Pandemic and All-Hazards Preparedness Act (PAHPA)), policy interests from HHS, and various
CDC programmatic interests external to DSLR. In October 2007, Homeland Security
Presidential Directive 21 (HSPD-21) established a “National Strategy for Public Health and
Medical Preparedness.” HSPD-21 has a strategic focus on four areas (biosurveillance,
countermeasure distribution, mass casualty care, and community resilience), with an
acknowledgment of other critical areas of preparedness including: animal health systems, food
and agriculture defense, global partnerships in public health, health threat intelligence activities,
domestic and international biosecurity, and basic and applied research in threat diseases and
countermeasures. HSPD-21 also directs the Secretary of Health and Human Services to submit in
2009, and quadrennially afterward, a National Health Security Strategy (NHSS) to the Congress;
however, to date this “National Strategy” has not yet been articulated. It is unclear how the
NHSS may influence the priorities that will be set forth in future PHEP Program

Announcements.

The PHEP cooperative agreement has undergone annual shifts in the number and type of
recommended activities, depending on the interests of various stakeholders, including state and
local entities, national partner organizations, and other federal agencies. These stakeholder
interests vary in complexity and content; therefore, a need to establish a more transparent,
objective management process has been recognized by OPHPR senior leadership. DSLR
leadership recognizes that there needs to be a comprehensive evaluation of the utility and
suitability of the content and activities that the various stakeholders have included in the PHEP
cooperative agreement, particularly in light of decreasing federal funding for the PHEP. Despite
the influx of funding for this program, a comprehensive program evaluation has not yet occurred
Division of State and Local Readiness (DSLR) Program Review Page 8 of 131
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due to a lack of clarity in program priorities, shifting program strategy, and a lack of defined
performance measures for preparedness. The current Program Announcement ends in 2010 and
a new Program Announcement (PA) is currently being developed for publication next year
(project period length will be FY 2010-2015).

The current PHEP cooperative agreement program announcement was published in July 2005 for
a project period length of five years
(http://emergency.cdc.gov/planning/guidance05/pdf/annoucement.pdf) and a budget period
length of one year. Historically, the process for development of a new PA for the PHEP
cooperative agreement has included: (1) DSLR and the CDC Procurement and Grants Office
(PGO) create a draft document; (2) DSLR engages CDC subject matter experts that represent
preparedness programs across CDC, as well as partner organizations (e.g., Association of State
and Territorial Health Officials, Association of Public Health Laboratories) to collect their
recommendations regarding activities that should be included in the PHEP PA; (3) CDC
leadership (OPHPR, contributing CDC Centers, CDC Office of the Director) reviews and
approves the draft announcement; (4) the HHS Assistant Secretary for Preparedness and
Response (ASPR) reviews the draft announcement, and recommends the announcement for
approval and publication by PGO. Revisions, usually additions, to the CDC-created draft are
made as a result of ASPR priorities or other interests; (5) after receiving HHS concurrence, the
document is approved by PGO and released. DSLR is responsible for the PHEP program
administration, budget, and activity management, regardless of whether the activities and content

originate from DSLR or from other subject matter experts or agencies external to DSLR.

It is anticipated that the results of this review will inform the new PHEP Program Announcement
by assisting DSLR to articulate roles and responsibilities of CDC in providing strategic direction
for the PHEP content, prioritization of capabilities, and management of changes to the content
going forward. In light of the absence of a finalized National Health Security Strategy, this
review will focus on the prioritization process for the selection of capabilities underlying the
PHEP cooperative agreement and be directed toward the following review objectives in order to

evaluate priority capability-based priorities, and proposed strategic management practices.
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Review Objectives

1. Evaluate and provide recommendations to the DSLR’s process to select PHEP
cooperative agreement priority capabilities in context of existing priorities (legislative,
departmental, and agency mandates, available funding, CDC preparedness goals and the
mission, needs, and goals of OPHPR).

2. Evaluate and provide recommendations to DSLR’s proposed approach to coordinate,
organize, and manage the various CDC, HHS, and partner stakeholders’ input in the
development and management of future content for the PHEP Program Announcement.

3.0 WORKGROUP FINDINGS

3.1 Review of Proposed Prioritization Process

Context

The workgroup recognized that an ideal, well integrated public health preparedness system
identifies and enables federal, state, and local roles and responsibilities in the collaborative
enterprise. At the state and local level (and to a lesser extent, the federal level) public health
preparedness and response for emergencies/issues of scale will be operationalized within the
overall emergency management response system of the governmental jurisdiction rather than by
the public health authority alone. Public health preparedness and response at these levels,
therefore, must be understood and measured within the overall preparedness framework.

Unlike other governmental emergency response systems (i.e., fire, law enforcement, EMS, etc.)
public health response to emergencies is predicated for the most part on the ability to redirect and
mobilize the existing public health workforce away from their normal assignments to different
duties and responsibilities related to emergency response. Given their different threats and
capabilities and capacities developed to date, states and local jurisdictions need flexibility within
the PHEP process to address those areas of greatest vulnerability and gap. The PHEP process
must ensure the awardees' (states) plans and applications reflect the needs and priorities of the
local public health jurisdictions within the state as well as those of the state itself. The
workgroup recognized that the PHEP program should be strategically consistent with other
federal funding programs and with federal guidance expressed in law, presidential directive, and
Division of State and Local Readiness (DSLR) Program Review Page 10 of 131
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doctrine. Basing the cooperative agreement on the DHS Target Capabilities List (TCL) provides

this strategic consistency.

The workgroup supports the continuing effort to create an empirical basis for allocation and
evaluation of PHEP funding. The workgroup did not believe, however, that the proposed
prioritization of these target capabilities on the basis of the strength of legislative and executive

mandate is supported by need or by empirical evidence.

Prioritization Process Conclusions/Findings

The committee concluded that:

1. The development of a capabilities based framework for the cooperative agreement is a
major accomplishment, but the attempt to prioritize these capabilities based on the
strength of their legislative and executive mandates is a top down approach that does not
encourage local and regional flexibility based on differences in vulnerabilities, needs,
strategy, and existing capabilities and capacities.

2. The proposed prioritization methodology, although logically sound, was based on an
inherently subjective system of assigning priorities based upon two sets of weights, (a)
the perceived strength of match of the capability to referenced policy documents, and (b)
the relative importance of the basic policy documents to the PHEP based on the type of
document (law, Presidential Directive, other). These ratings are multiplied together to
produce a final ranking. A prioritization methodology ideally should be outcome based
and therefore should start with defining the emergency preparedness goals and the
attributes of those goals. Capabilities could then be evaluated by estimating their
contribution to each attribute of the desired end state. This process should be evidenced
based wherever possible. If empirical evidence is not available, external expert judgment
may be elicited and used in structured, theoretically sound ways using methodologies
such as multi-attribute utility analysis or the analytic hierarchy process.

3. The efforts by DSLR to establish goals and metrics for target capabilities will enhance
the ability to manage the PHEP program and will enhance national preparedness if these

goals and metrics are established and monitored collaboratively with grantees.
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Prioritization Process Recommendations

The workgroup makes the following individual recommendations:

1.

PHEP funding should be based on the 20 targeted capabilities identified as having central
public health relevance. However, all 37 targeted capabilities should be listed in the
Cooperative Agreement for informational purposes to preserve the continuum of overall
community preparedness. The public health capacity created by funding the 20 public
health related targeted capabilities may support one or more of the remaining 17

capabilities.

The short form of the Targeted Capabilities List (TCL) should be provided as an
appendix to the Cooperative Agreement. The DSLR should be prepared to provide
interpretation and clarification of the targeted capabilities.

The 20 public health related targeted capabilities should not be divided into 3 prioritized
tiers or rank-ordered at least not until strong evidence is available to support the

establishment of priorities.

CDC/DSLR efforts to define a limited number of performance and outcome measures for
each of the public health related targeted capabilities should be continued. Special
priority should be given to developing a comprehensive set of metrics for assessing the
outcomes from exercises, drills, and actual emergency incidents. The measures should be
consistent and useful across federal, state and local levels. These measures will provide
the basis for establishing an evidence-based prioritization of public health preparedness
goals. Consistent reporting of these measures should be required as a condition of
continued PHEP funding.

The Cooperative Agreement should require that a hazards vulnerability and gap analysis
be completed in Year 1. These analyses should drive the development of a 5 year
strategic plan that addresses how the awardee will attend to the 20 public health related
targeted capabilities. These analyses should be viewed as living documents, updated as

needed to maintain currency, and used to support future funding needs. Technical
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assistance and guidance documents should be available to awardees to help them with

these tasks.

6. Guidance materials should be provided by CDC. These materials should include
standards for performing and reporting the results of the hazards vulnerability

assessments and gap analysis.

Discussion

Although the workgroup did not endorse the proposed prioritization methodology, it strongly
supported the capabilities based approach and the attention to performance measures initiated by
DSLR. The workgroup’s recommendations are intended to strengthen the Performance
Measures Guidance section of the PHEP Cooperative Agreement in two ways. First, the
guidance establishing performance targets and metrics can be improved through the careful
review and mining of the “diversity preparedness literature’. The workgroup provided
recommended references from this literature that could assist DSLR to identify context, nuance
and content that should inform readiness capability performance targets and related metrics.
Examples include “Voices of the Storm Health Experiences of low income Katrina Survivors’,
the GAO report on Voluntary Organizations’, and Deloitte’s “Road Map to Preparedness”. For
example, “The Ready or Not” documents suggest criteria that would add effective value to
specifying performance targets and metrics. These documents could greatly assist in the
specification of criteria that would drive performance to desired responsiveness for vulnerable
populations for most of the recommended priorities (including but not limited to Planning,
Communications, Intelligence and Informing sharing, Risk Management, and Environmental
Health, etc.). This literature addresses inadequate preparedness responses to low income
population, including: ‘lack of information about resources available’, ‘difficulties with
uninsured’ survivors’, ‘particular vulnerabilities of Populations with Limited English

Proficiency’.

The second way in which the development and use of performance metrics can improve the
PHEP program is the development, use, and tracking of outcome measures for drills, exercises
and actual incidents. Such events appear to provide the major opportunity for CDC, and each
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grantee, to evaluate the state of preparedness in a meaningful way. Because of the importance of
this information, data collection and data quality control procedures for checking the information
from at least a sample of these events from the grantee will be required. We note that CDC
already is attempting to improve the information coming from these events.

The workgroup commends DSLR for using the Cooperative Agreement process to foster state
and local hazard and vulnerability assessments, risk based strategic planning and the
development of performance metrics. The performance metrics for grantees can reinforce the
objective of ensuring equal public health response for all segments of the population. For
example, the Cooperative Agreement could clearly state the expectation that grantees will
measure and evaluate how well response is delivered in an equally effective manner to all
segments of targeted populations. The CA could also include performance targets and
measurement specification for Incident Management, Crisis and Emergency Risk
Communication with the Public and Laboratory performance measures for all the
aforementioned that drives the equal protection for all segments of the population performance

criterion.

Progress in attaining pre identified strategic goals in compliance with the ‘equal protection for all
segments of the population performance for each of the ‘Priority Capabilities’ can be reviewed as
part of the grant renewal process. The review criteria (measurement specification) should be

informed by the “diversity preparedness’ literature.

3.2 Review of Proposed Change Management Process

Context

The Public Health Emergency Preparedness (PHEP) program was initially established in 1999 as
a competitive grant program to provide funds to enhance the ability of state, local, territorial and
tribal public health departments to develop their capacity to respond effectively to terrorism-
related public health emergencies. Since then, the PHEP program has undergone many
modifications in size and scope, including a change in 2002 from a competitive grant to a
noncompetitive cooperative agreement, and reorganization of the cooperative agreement in 2005.
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Initial Program Guidance was released in 2005 with each subsequent year between 2005-2010
deemed a continuation year for awardees. In a continuation year, awardees were expected to
continue unfinished activities from the prior year and/or initiate new activities, all within the
scope of the original cooperative agreement. However, each year, activities, tasks or
requirements were added, deleted or modified by either internal (CDC) or external (e.g., White
House, DHHS) stakeholders or both. These changes were made without a well defined vetting
process or consideration of the potential impact of the change on awardees or DSLR staff. Just
as one example, the initial smallpox directives erroneously presumed PHEP resources could be
redirected, turned on a dime, to meet a totally new, and in many ways, very different target than

PHEP resources were then directed toward.

As a result of these changes being made in an ad hoc manner, the PHEP program has suffered
from a lack of clarity in program priorities by stakeholders, shifting program strategy, and lack
of defined performance measures for preparedness. Since PHEP stakeholder interests vary in
complexity and content, there is a need to develop a more objective process to manage change
requests made once the program announcement guidance is officially approved and
implemented. A defined process for considering changes would greatly improve transparency
and requires consideration of consequences, both short and long term that have not characterized
the PHEP to date.

The DSLR is proposing the creation of a PHEP program announcement Change Management

Board (CMB) to meet this need. The workgroup fully supports the establishment of such a CMB.

Change Management Conclusions /Findings

The workgroup concluded that:
1. There is clearly a need to develop a more transparent, objective process to manage
change requests made once PHEP program announcement guidance is officially approved
and implemented. The goals and anticipated benefits of the proposed Change

Management Process are well described in the DSLR proposal.

2. Inprinciple, the establishment of a Change Management Board (CMB) should bring
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stability to PHEP operations and address awardees’ confusion over shifting priorities and
activities. The establishment of a CMB would reduce the possibility that changes are
introduced into PHEP without full consideration of the impact of such changes on all
stakeholders.

3. We agree with the “Critical Success Factors’ outlined in the proposal. In particular, it
will be important that all stakeholders (at the highest level of their respective agencies)
conform to the change management process. Safeguards must be in place to prevent

"end-runs" around the CMB.

4. Transparency of the change management process is critically important. As usually is
the case, the importance of a proposed change is in the eyes of the 'requestor’. They want
to know that they are taken seriously and that every reasonable effort will be made to
accommodate their proposed change. The criteria for determining the 'significance’ of the

change must be clearly understood and accepted by all 'requestors.’

5. Change requests must clearly address awardees’ capacity to perform the requested

change and the resources required to implement the change.

6. Change requests must address and provide a solution for DSLR staffing support to

implement the proposed new priority.

7. As is true in establishing any new process, attention to detail is critical. The workgroup
recognized that DSLR wanted the initial concept of the CMB vetted and approved before
moving forward with specifying the sub-processes, activities, roles and metrics of the
process. We encourage them to proceed in doing so, being mindful of the need to
develop an efficient process. Precautions must be in place to ensure the change
management process is nimble enough to be responsive to real needs in a timely manner
without becoming a major planning body itself. If anything, the process may stifle the
motivation to propose changes given the strict process for submitting, assessing,
reviewing, and approving changes. This is always a balancing act.
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8. Ongoing monitoring of the process is critical. A tracking system is needed to ensure
requests are being handled in an effective and efficient manner. DSLR should be open to
changes in the process to achieve these goals.

Change Management Recommendations

The workgroup makes the following individual recommendations:
1. The workgroup recommends to the OPHPR Director that in order to help preserve the
integrity of the process, the Chair of the Change Management Board should directly
report to the Director of CDC.

2. Explicit criteria should be developed to assist in categorizing a proposed change as an

administrative revision/update not requiring full review by the CMB.

3. Explicit criteria should be developed for review of all proposed change requests brought
to the CMB. These criteria should include: consideration of the cost and burden of a
proposed change on awardees; the impact of the proposed change on currently funded
programs; and the overall feasibility of implementation, including technical and
timeliness considerations. Both short and long-term effects should be considered.

4. Requests must be forwarded to NACCHO and ASTHO for their comments on the request
and its potential impact on awardees. These comments should be routinely included in
the materials made available for review by the CMB.

5. To ensure timely and consistent review, careful consideration should be given to the
frequency of the scheduled meetings of the CMB. Meetings should be frequent enough to
prevent backlogs and unnecessary emergency meetings and assure that requests are not

put on hold for an extended period of time.

6. All change requests should be resolved within a reasonable, pre-defined time limit.
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7. An appeal process should be defined to preserve the integrity of the process.

8. A Program Change Request Tracking System should be designed and implemented. This
could considerably ease the manual tracking of change requests, provide a considerably
more efficient process, and provide a clear record of events. The system would
automatically undertake such activities as: (a) identify who needs to review each category
of request (such as whether emergency or not, changes relating to particular hazards,
those that are purely administrative change requests, etc.; (b) track the status of those
reviews and needed sign offs for each category of request; (c) keep track of the time
periods and give warnings for behind-schedule reviews; and (d) summarize overall
progress of the changes for the year. CDC would likely need to assign a staff member to

be the “Program Change Administrator,” if only part time.

9. After 1 year of implementation, the process should be internally reviewed and changes

made accordingly.

Discussion

The workgroup commends DSLR for developing a more objective process to manage change
requests made to the PHEP program announcement (once it is officially approved and
implemented). A defined process for considering changes will greatly improve transparency,
bring stability to the PHEP operations, and address awardees’ confusion over shifting priorities
and activities. The establishment of a CMB will also reduce the possibility that changes are
introduced into PHEP without full consideration of the impact of such changes on all
stakeholders, including the staff of DSLR and the state and local awardees. It will be important
to ensure that sufficient input is obtained from state and local health officers and that this input

is carefully considered in reviewing each request.

Division of State and Local Readiness (DSLR) Program Review Page 18 of 131
Ad Hoc BSC Workgroup Report
April 26, 2010



3.3  Report Conclusions

The workgroup expresses its appreciation to the DSLR staff for its professional support of the
workgroup’s process and wishes to recognize the value of the briefings and materials provided to

the workgroup. The workgroup encourages DSLR to:

continue its emphasis on establishing performance based goals for state and local

preparedness

e continue to seek stability and consistency in program objectives and funding through

well managed cooperative agreements and change management processes,

e strongly advise and assist state and local awardees to strategically base preparedness

efforts on vulnerability and risk assessments.

e ensure that state and local awardees needs and priorities are recognized in the cooperative

agreement process.
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4.0 APPENDICES

Appendix A
Workgroup Member Biographies
John (Jack) Harrald, Ph.D. (Workgroup Co-Chair) Research Professor, Center for
Technology, Security, and Public Policy at Virginia Tech, Director Emeritus, Institute for Crisis,

Disaster, and Risk Management at George Washington University (GWU)

Dr. Harrald is a Research Professor at the Virginia Tech Center for Technology, Security
and Public Policy. He is the Co-Director Emeritus of GWU Institute for Crisis, Disaster, and Risk
Management and a Professor Emeritus of Engineering Management and Systems Engineering in
the GWU School of Engineering and Applied Science. Dr. Harrald is a member of CDC’s Board
of Scientific Counselors, a member and Chairman of the National Research Council Disasters
Roundtable Steering Committee and the National Research Council Committee on Aviation
Emergency Management. He is the Executive Editor of the electronic Journal of Homeland
Security and Emergency Management. He is the Immediate Past President of The International
Emergency Management Society (TIEMS) and is the former Associate Director of the National
Ports and Waterways Institute. Dr. Harrald has been actively engaged in the fields of emergency
and crisis management and maritime safety and security and as a researcher in his academic career
and as a practitioner during his 22 year career as a U.S. Coast Guard officer, retiring in the grade of
Captain. He has written and published in the fields of crisis management, emergency management,
management science, risk and vulnerability analysis, and maritime safety. Dr. Harrald was the
Principal Investigator for maritime risk and crisis management studies in Prince William Sound,
Alaska, the Port of New Orleans, San Francisco Bay, and Washington State. He has studied the
response to the Exxon Valdez oil spill, the Loma Prieta Earthquake, Hurricane Hugo, Hurricane
Andrew, the Northridge Earthquake, the 1999 Turkey earthquakes, the September 11 terrorist
attacks on the World Trade Center and the Pentagon, and Hurricane Katrina.

Dr. Harrald received his B.S. in Engineering from the U.S. Coast Guard Academy, a
M.A.L.S. from Wesleyan University; an M.S. from the Massachusetts Institute of Technology
where he was an Alfred P. Sloan Fellow; and an MBA and Ph.D. from Rensselaer Polytechnic
Institute.
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Ellen MacKenzie, Ph.D. (Workgroup Co-Chair) Chair, Department of Health Policy and
Management, Johns Hopkins Bloomberg School of Public Health, Baltimore, MD

Dr. Ellen MacKenzie is the Fred and Julie Soper Professor and Chair of the Department
of Health Policy and Management of the Johns Hopkins Bloomberg School of Public Health.
She is a graduate of the School of Public Health where she earned Master of Science and
doctoral degrees in biostatistics. She joined the Hopkins faculty in 1980 and holds joint
appointments in the School's Department of Biostatistics and with the departments of Emergency
Medicine and Physical Medicine and Rehabilitation at the Johns Hopkins University School of
Medicine. In addition to her faculty appointments, Dr. MacKenzie served as Senior Associate
Dean at the School from 1996 to 2000 and Director of the Center for Injury Research and Policy
from 1995-2005. Dr. MacKenzie completed a term as chair of the National Advisory Committee
for Injury Prevention and Control and is Immediate Past President of the American Trauma

Society.

Dr. MacKenzie's research focuses on the impact of health services and policies on the short- and
long-term consequences of traumatic injury. She has contributed to the development and
evaluation of tools for measuring both the severity and outcome of injury, which have been used
to evaluate the organization, financing and performance of trauma care and rehabilitation. Of
particular interest to Dr. MacKenzie is the delineation of factors (both medical and non-medical)
that explain variations in functional outcome. Her research has advanced the knowledge of the
economic and social impact of injuries and our understanding of how personal and
environmental factors influence recovery and return to work. Dr. MacKenzie's ongoing research
includes a national evaluation of the cost and effectiveness of trauma care, the evaluation of
amputation versus limb salvage in the military, the development and evaluation of self
management programs following trauma and limb loss, and efforts to facilitate the development

and exchange of information among trauma and EMS providers.

Dr. MacKenzie’s awards include the A.J. Mirkin Service Award from the Association for
the Advancement of Automotive Medicine, the Ann Doner Vaughan Kappa Delta Award from
the American Academy of Orthopaedic Surgeons, the Distinguished Career Award from the
American Public Health Association (Injury Control and Emergency Health Services Section),

the American Trauma Society's Distinguished Achievement Award and the Trauma Leadership
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Award from the Society of Trauma Nurses. She is also an honorary fellow of the American

Association for the Surgery of Trauma.

Bonnie Arquilla, D.O., FACEP - Assistant Professor of Emergency Medicine and the Director
of Disaster Preparedness for the State University of New York at Downstate/Kings County
Medical Center

Dr. Arquilla completed her internship at Methodist Hospital and completed her residency in
Emergency Medicine at Lincoln Medical and Mental Health Center in the Bronx, New York. In her
role of Director of Disaster Preparedness she provides consultation to The New York City Police
Department, the New York City Department of Health and Mental Hygiene, New York City’s
Health and Hospitals Corporation, the American Red Cross of Greater New York, the New York
City Department of Education, and the Metropolitan Transit Authority Centers for Disease

Control.

Dr. Arquilla is the Co-chair of the Pediatric Task Force for the New York City
Department of Health and Mental Hygiene. She is the founder of the Disaster Preparedness
Fellowship Program at SUNY Downstate. Along with Dr. Michael Augenbraun at SUNY
DOWNSTATE she developed the New York Institute, All Hazards Preparedness (NYIAHP); a
unique program in its approach to community based preparation and planning for disasters.
NYIAHP is responsible, under Dr. Arquilla’s leadership, for creating and implementing some of
the largest and most complicated disaster exercises in the United States.

Since 2006, Dr. Arquilla is a faculty member of INDUS-EM, a collaborative United
States - India effort to bring the specialty of Emergency Medicine to India. She is the academic
chairperson for the INDUS-EM conference for 2009 — 2010. Dr. Arquilla received her D.O. from
New York College of Osteopathic Medicine and is Diplomat of the American Board of

Emergency Medicine.

Harry P. Hatry, M.S. — Distinguished Fellow and Director, Public Management Program, The
Urban Institute
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Harry P. Hatry is a Principal Research Associate and Director of the Public Management
Program for The Urban Institute. He has worked on public sector issues in performance
measurement, program evaluation, strategic planning, alternative service delivery systems, and
motivational programs for public employees (including elementary and secondary education) -

both monetary and non-monetary approaches, for many years.

Mr. Hatry has been a national leader in developing performance measurement procedures
for public agencies -- federal, state, and local government -- since 1970. These services include
transportation, social services, corrections, police and fire, education, HIV-prevention, mental
health, economic development, sanitation, parks and recreation, and environmental protection.

In recent years, he has also been working with private nonprofit organizations to help them

improve outcome management in their organizations.

He has provided assistance to the U.S. Departments of Education, Health and Human
Services, and Justice, the Environmental Protection agency, and the National Institute for
Literacy -- to help them improve their performance measurement and performance management
procedures. A significant part of this effort was to work with program working groups in each
agency to help them develop on-going performance measurement procedures/systems for their

programs.

He led a team that conducted a 2008 evaluability assessment for the Robert Wood
Johnson Foundation of its Trust for America’s Health program. Also for RWJF, he is currently
completing an assessment of its “Finding Answers” program aimed at reducing health care

disparities for disadvantaged populations.

He led the work, involving a number of city and county governments that led to the joint
Urban Institute-International City/County Management report How Effective Are Your
Community Services? Procedures for Measuring Their Quality, now in its third edition. That
work was developed from experiences with a number of city and county governments. It
covered a number of basic municipal services, including police, fire, solid waste management
services, and road maintenance. The first edition was one of the first documents that addressed
the need for performance measurement, particularly of service quality and outcomes, by public

agencies.
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In 1999 the Center for Accountability and Performance of the American Society of
Public Administration presented him with a lifetime achievement award for his work in
performance measurement and established the “Harry Hatry Award for Distinguished Practice in
Performance Measurement.” In 2000, he was a recipient of the “50th Anniversary Einhorn-
Gary” award from the Association of Government Accountants for outstanding service to
government financial professionals and sustained commitment to advancing government
accountability.” In 2005, The Urban Institute named him a Distinguished Fellow. He has been,
or is currently, on the editorial boards of Evaluation Review, National Civic Review, Public
Productivity and Management Review, Public Budgeting and Financial Management, The Public
Manager, State and Local Government Review, New Directions for Program Evaluation,

Operations Research, and Local Government Studies.

Patrick M. Libbey — Consultant

Mr. Libbey is currently engaged as a consultant on several projects addressing issues of
public health systems and structures. Most recently Mr. Libbey served as the Executive Director
of the National Association of County and City Health Officials (NACCHO.) In that role Mr.
Libbey represented our nation’s local health departments and their staff who protect and promote
health, prevent disease, and seek to establish the foundations for wellness in all communities
across the United States. During his tenure NACCHO was increasingly recognized and engaged
by a range of federal, national and other organizations as a critical resource and partner ensuring
the perspective of local public health practice was considered in policy and program

implementation and development.

Notable among his efforts while at NACCHO, Mr. Libbey initiated and led the
organization’s effort to create a uniform, nationally shared definition and standards for a
functional local health development. This work, now known as the NACCHO Operational
Definition, has gained national recognition and acceptance and serves as a key base for the
emerging national voluntary public health accreditation effort. Mr. Libbey has been a national
leader in the movement for accreditation of local and state health departments serving as a

founder and incorporating board member of the Public Health Accreditation Board.
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Prior to joining NACCHO in 2002, Mr. Libbey who has 28 years of local public health
experience was the director of the Thurston County Public Health and Social Services
Department in Olympia, WA. This Department has been recognized as an early leader in
community involvement and population-based approaches to public health improvement.

In addition to being the NACCHO president prior to joining its staff, Mr. Libbey has
provided leadership to a variety of professional organizations. He has served in leadership roles,
including president, of both the Washington State Association of Local Public Health Officials
and the Washington State Association of County Human Services. He was also actively
involved in developing Washington State’s approach to public health having served as a member
of the Washington State Core Government Public Health Functions Task Force, member of the
Public Health Improvement Plan Steering Committee, and the initial chair of the Performance
Measures Technical Advisory Committee. He was a member of the Performance Management

Collaborative with the Robert Wood Johnson Foundation sponsored Turning Point Initiative.

Mr. Libbey’s published works include articles in the Journal of Public Health
Management and Practice and as a co-contributor of chapters to several public health text books.
He is a former Public Health Leadership Institute Scholar. Mr. Libbey has received several
awards and recognitions over the years for his work in public health including most recently the
Champion of Prevention award from the director of the Centers for Disease Control and
Prevention and the President’s Award from the Association of State and Territorial Health
Officials. Current volunteer activities include serving as a board member basis for the Nurse-

Family Partnership.

Ricardo A. Millett, M.P.P., Ph.D. — Principal, Millett & Associates

Dr. Millett is currently the principal of his company Millett & Associates providing
program evaluation and strategic planning consultant services to foundations and non-profits. His
most former employment was as the president of the Woods Fund of Chicago where he spent
five successful five year developing and implementing a strategic grantmaking plan for the
foundation that served it well in responding to the needs of Chicago least advantaged
communities. He brings over forty years of experience in program evaluation, community and

public policy planning and research to his role as a consultant. He brings to his consultant
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practice a set of educational training and professional experiences that uniquely qualifies him as
a leader with the experience and skills to help shape its grantmaking philosophy, strategies and
realize its goals. During his tenure at the Woods Fund his success in working with his staff to
strengthen the community by improving opportunities for people in Chicago has been widely
acknowledged and acclaimed. He is particular proud of their accomplishments in working with
grantees to shape programs and policies through strong community organizing and active
participation of the least advantaged community residents. Building the capacity of non-profits
and their community based constituents with well designed activities that include issue analysis,
public policy development, advocacy, and citizen participation to improve functioning of the city

and its neighborhood are areas where Dr. Millett has considerable experience and expertise.

Prior to the Woods Fund, Dr. Millett was Director of Program Evaluation for the W.K.
Kellogg Foundation. Before joining the Kellogg Foundation, Dr. Millett served as senior vice
president of planning and resource management for the United Way of Massachusetts Bay in
Boston. He has also served as deputy associate commissioner of the Department of Social
Services for Massachusetts, where he managed the Office of Planning and Evaluation. At ABT
Associates, he was a senior analyst and worked on national research projects that helped to
inform national policy in areas such as day care regulations and housing development in urban
areas. He has served as director for Neighborhood Housing and Development for the Boston
Redevelopment Authority, executive director of Roxbury Multi-service Center, associate
professor of research and evaluation at Atlanta University, and director of the Martin Luther
King Center at Boston University. He has been a leader in major collaboration initiatives that
have brought community and corporate representatives and their respective institutions together
to support program activities in housing, anti-drug and violence, and childcare. He has also
published a book and several articles on the subject of citizen participation and community
capacity building. Dr. Millett received his B.S. in Economics, M.S.W. in Social Policy, and

Ph.D. in Social Policy Planning and Research from Brandeis University.
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Appendix B

Pre-Meeting Teleconference Agenda

Division of State and Local Readiness (DSLR) Program Review:
Priorities, Grantee Capabilities, and Strategic Management of the
Public Health Emergency Preparedness (PHEP) Cooperative Agreement

Coordinating Office for Terrorism Preparedness and Emergency Response (COTPER)
Centers for Disease Control and Prevention (CDC)

10:00 — 10:05 a.m.

10:05 -10:10 a.m.

10:10 - 10:35 a.m.

10:35 - 10:55 a.m.

10:55 - 11:05 a.m.

11:05-11:20 a.m.

11:20 — 11:55 a.m.

11:55 a.m. - 12:00 p.m.

Roybal Campus, GCC Building 21, Room 6116
August 31, 2009, 10:00 a.m. - 12:00 p.m. (EDT)

Welcome and Introductions
Dr. Ellen McKenzie, DSLR Workgroup Co-Chair; BSC, COTPER
Dr. Jack Harrald, DSLR Workgroup Co-Chair; BSC, COTPER

Charge for Reviewers
Dr. Christa Singleton, Associate Director for Science, DSLR

DSLR History & Current 2005-2010 PHEP Cooperative
Agreement Priorities
Christine Kosmos, Director, DSLR

Proposed Process for Determining 2010-2015 PHEP Priority
Capabilities
Christine Kosmos, Director, DSLR

Questions

Proposed PHEP Change Management Board
Christine Kosmos, Director, DSLR

Questions
Next Steps and Adjourn

Dr. Ellen McKenzie, DSLR Workgroup Co-Chair; BSC, COTPER
Dr. Jack Harrald, DSLR Workgroup Co-Chair; BSC, COTPER
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Appendix C
Pre-Meeting Teleconference Slide Presentations

DSLR History & Current 2005-2010 PHEP Cooperative Agreement Priorities

Division of State and Local Readiness
Program Review:

DSLR History & Current 2005-2010 PHEP Cooperative
Agreement Priorities

Christine Kosmos, R.N., B.S.N. M.S.
Director
Division of State and Local Readiness
Coordinating Office for Terrorism Preparedness and Emergency
Response

August 31, 2009

-_}/é SAFER*HEALTHIER +* PEOPLE™

Purpose of Presentation

= Division of State and Local Readiness:
» Division Overview/History

» Overview of DSLR programs

> Public Health Emergency Response Grant
(PHER)

> Public Health Emergency Preparedness (FHEP)
Cooperative Agreement

v Current Priorities: 2005-2010

4 SAFER*HEALTHIER+* PEOPLE™
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DSLR Organization Chart

Stacey L. Howard Christine Kosmos
Executive Assistant Director

Christa Singleton

Associate Director for

R Cheryl Stauss
Steve DBS Team Lead

Boedigheimer

Science Dep uty Director (Acting

COTPERIECO
Ann O'Connor 8

Linda Tierney
Policy Analyst
(COTPER/ECO embed)
Julie wasil M Craig Thomas
ief, Outcome Monitaring
Deputy Branch Chief and Evaluation Branch

Anita McLees
Data Management
Team Lead (Acting)

Pam Lutz
Senior Policy and
Issues Manager

John Theofilos
Training & Technical
Assistance Lead

Lynn Hume
Informatics Team
Lead (Acting)

Todd Talbert
Agsociate Director for Program
Planning and Development

Vacant
Public Health Analyst
(unfunded)

Valerie Kokor Stefan Weir
Chief, Program Services Deputy Branch Chief

Branch

Keesler King Karen Willis Galloway
Team One Lead Team Two Lead

DSLR Strategic & Tactical Roles

Strategic Roles:

- Horizontal leadership across COTPER, CDC
> Leadership with HHS and other agencies

» Partnership development and maintenance

> Program planning and evaluation

Tactical Roles:

» Administers PHEP cooperative agreement
» Provides funding and coordinates technical

assistance

» Monitors progress and evaluates performance

Division of State and Local Readiness (DSLR) Program Review
Ad Hoc BSC Workgroup Report

April 26, 2010
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DSLR Structure & Function

= 2 Branches:
» Outcome Monitoring and Evaluation Branch
» Program Services Branch

2 Major Programs:

» Public Health Emergency Preparedness
cooperative agreement

> Public Health Emergency Response grant

DSLR Fast Facts

56 approved positions — 10 are unfunded
25% vacancy rate

Office of the Director

» 6 FTEs, 1 contractor, 1 vacancy

Outcome Monitoring and Evaluation Branch
» 19 FTEs, 20 contractors, 4 vacancies
Program Services Branch

» 21 FTEs including 3 field staff, 9 vacancies
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DSLR Fast Facts

2009 Total Budget = $689.8 million

99.4% of Annual Budget Awarded through
Cooperative Agreements, Contracts
> 9 contracts: $4.4 million
> 66 cooperative agreements: $679.8 million
62 state and local public health departments
4 funded partner crganizations
» Association of Public Health Laboratories

v Association of State and Territorial Health Cfficials

+ National Association of County and City Health
Officials

v National Emergency Management Association

Public Health and Emergency
Response (PHER) Grant

Established in 2009 by the 2009 Supplemental
Appropriations Act

Funds state and local, public health departments
to prepare for H1N1 influenza pandemic planning
and response in 2 focus areas:

» Mass Vaccination, Antiviral Distribution, Community
Mitigation

» Epidemiology, Surveillance, and Laboratory

{@ SAFER*HEALTHIER+* PEOPLE™ |

Division of State and Local Readiness (DSLR) Program Review
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PHER Funding To Date

Phasel: $260 Million
Phase ll: $248 Million

Phaselll: TBD

-‘}/g SAFER*HEALTHIER+* PEOPLE"

Public Health Emergency Preparedness
Cooperative Agreement

The Public Health Emergency Preparedness
cooperative agreement supports all-hazards
preparedness in state, local, tribal, and
territorial public health departments

{@ SAFER-HEALTHIER: PEOPLE’
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Legislation

PHEP Timeline

Public Health
Preparedness
& Response Public Health
for Security and
Bioterrorism
Preparedness and
Response Act

Bioterrorism
Program
({established)

2000

National Smallpox
Vaccination
Program

Public Health
Threats and
Emergencies Act

Legend

Cities Readiness Initiative
Chemical Laboratory Capacity
(2004 - current)
New PHEP
Program
Early Warning Annct.
Infectious Disease
Surveillance
(2004 - current)

2007 2008 2009

==

Three-phased
Pandemic Influenza
Funding
{2006 - 2007)

Real-Time
Disease
Detection
Program
(2007)

Pandemic and
All-Hazards
Preparedness Act
0f 2006

PHEP Program Changes

Past * Present

Program
$40 million competitive grant .
53 successful applicants
Program administered by National

Center for Infectious Diseases
(NCID)

Bioterrorism focus with specific
“focus areas”

CDC serves lead agency for

developing capacities and
capabilities

Division of State and Local Readiness (DSLR) Program Review
Ad Hoc BSC Workgroup Report

April 26, 2010

Program
$688.9 million formula-based
cooperative agreement
62 awardees
Program administered by
COTPER/DSLR; subject matter
experts housed outside of
COTPER
“All-hazards” approach and priority
projects in lieu of “focus areas”
Significant input from HHS, DHS,
others
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Public Health Emergency Preparedness (PHEP)
Cooperative Agreement Funding

Pandemic Influenza
Supplement - Phase Il

Pandemic Influenza
Supplement - Phase |

Real-Time Disease
Detection

Period
1(FY1999) 2 (FY2000) 3 (FY2001 4 (FY2003) 5 (FY2004) 6 (FY2005) 7 (FY2006) & (FY 2007) 9 (FY 200%) 10 (FY 2009)
82000

2005-2010 PHEP Priorities
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2005-2010

9 CDC Preparedness Goals

Outcomes (2005): roles and capabilities needed to
respond to an event of significance

+ Selected from Department of Homeland Security
(DHS) Target Capabilities List (TCL)
Target Capabilities (2006-2009): Public health-related
elements of the DHS TCL

Critical Tasks: Significant activities similar to DHS
Universal Task List (UTL) items

Measures: demonstrated response capabilities

CDC Preparedness Goals + Target Capabilities

Target Capability
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Past - 2005 Present - 2009

Qutcome Name Target Capability Name

farning

Proposed Process for Determining 2010-2015 PHEP Priority Capabilities

Division of State and Local Readiness Program Review:
Proposed Process for Determining 2010-2015
Public Health Emergency Preparedness Priority Capabilities

Christine Kosmos, R.N., B.S.N. M.S.
Director
Division of State and Local Readiness
Coordinating Office for Terrorism Preparedness and Emergency
Response

August 31, 20089
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Public Health and Emergency
Preparedness (PHEP)

Public Public Health

Health Emergency
Preparedness

DHS National
HHS 10
i CDC PHEP Preparedness
Essential Program S{Rel
Services of Guidelines and

Public Health Target
Capabilities List

Prioritization Methodology

= Division of State and Local Readiness Pricrities
Workgroup developed the methodology for determining
PHEP pricrities

Methodology prioritizes capabilities using the capabilities-
based planning approach mandated by the National
Preparedness Goal and the Pandemic and All-Hazards
Preparedness Act (PAHPA)

Key PHEP-related legislation and other CDC and
partner documents are mapped to the DHS Target
Capabilities List (TCL)

> Target Capabilities are then prioritized based on
humber and strength of mappings
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Selected Documents

=  Documents were selected based on relevance to PHEP
= Documents were assigned “weights” (to be used in calculating priorities)

Legislation: Weight =5
» Pandemic and All-Hazards Preparedness Act (PAHPA):
Authorizing legislation for the PHEP cooperative agreement

Homeland Security Presidential Directives: Weight = 4
HSPD-5: National Incident Management System (NIMS)
HSPD-8: National Preparedness Goal (NPG)
HSPD-21: National Strategy for Public Health & Medical Preparedness

Partner Documents: Weight = 2
NACCHO: Project Public Health Ready
ASTHO: Proposed DPHP survey will be included ifiwhen complete

Prioritization Tool

=  Workgroup assigned a weight to each mapping
» Strong Match = 5, Medium Match = 3, Weak Match = 1,
No match =0

= Tool calculates “priority scores” for each Target
Capability
» Priority Score = Sum (Document VWeight * Mapping
Weight)
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Priority Tiers

= Capabilities were placed in “tiers” based on their pricrity score
= | owest scoring capabilities were excluded

Tier-One Capabilities (Count = 14)

Tier-Two Capabilities (Count = 3)

Planning

Risk Management

Communications

Volunteer Management and Donations

Community Preparedness and Participation

Intelligence and Information Sharing

Epidemioclogic Surveillance and Investigation

Laboratory Testing

On-site Incident Management

Responder Safety and Health

Isolation and Quarantine

Emergency Public Information and Warning

Medical Surge

Medical Supplies Management and Distribution

Mass Prophylaxis

Fatality Management

Essential
Service

Mass Care

Tier-Three Capabilities (Count = 3)
CBRNE Detection

Emergency Operations Center Management

Economic and Community Recovery

Excluded Capabilities (Count = 17)

Alignment to Public Health

= Priority capabilities were mapped to 10 Essential Services of Public Health
= Some capabilities (shaded) mapped to multiple services

Priority
Capability

Essential Priority
Service Capability

Monitor

Communications

Risk Management

CBRNE Detection

Epidemiol | Surveil

Diagnose &
Ihvestigate

ical Surveil

EF £l

Lahoratory Testing

Enforce Isolation and Quarantine (legal aspects)
Laws

Provide Medical Surge (healthcare aspects)
Services Mass Prophylaxis

Mass Care (Shelter, Food & Services)

Fatality Management

Inform &
Educate

Communications

Intelligence and Information Sharing

Emergency Public Information and Warning

Mobilize &
Manage

Ci ity P! | and Partici|

Workforce Responder Safety and Health
Medical Surge fworkforce aspects)
Evaluate & | E ic 8 C ity R Y
Improve Cross Cutting across all Capabilities

On Site Incident Management

E O i Center M.

and D

Medical Surge (mobilization aspects)

Medical Supplies Management and Distribution

Develop
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Presentation Intent

= Orient reviewers to examples of past and
anticipated changes to the PHEP program
announcement

Present DSLR’s proposed process to manage
stakeholder-directed changes to the PHEP

DSLR Program History 2005-2010

Initial Program Announcement/Guidance released in 2005

Each subsequent year between 2005-2010 was deemed a
continuation year

In a continuation year, awardees are to continue unfinished activities
from the prior year or initiate new activities all within the scope of the
original cooperative agreement

However, each year additional activities, tasks, requirements were
added by internal (CDC) and external stakeholders {e.g. White
House, Department of Health and Human Services)

This is not typical cooperative agreement management practice
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Examples of Program Changes

= Countermeasure Response Administration program (CRA)
= Added at request of HHS/ASPR

= No discussion between DSLR and stakeholders as to alignment with existing
PHEP priorities

= CDC SME Changes
= Requests by CDC SMEs for changes to the PHEP
= SME Critical Task Changes: 107 in 2005 vs. 116 in 2009

= “QOverarching Requirements” Changes

= 2005: 2 Topic Areas

= 2006: 15 Topic Areas

= 2007: 12 Topic Areas, including single year projects in:
= Real-Time Disease Detection
= Poison Control Centers
= Hospital/Clinical Laboratory/University Partners

= 2008: 13 Topic Areas, including CRA

Examples of Funding Changes

2002 Smallpox, $100 million to awardees
= Required awardees to submit smallpox plans
= No additional DSLR staff to review plans or monitor funds

2005 Cities Readiness Initiative (CRI)
Initially funds “carved out” of total PHEP award
= Second year $1 million “carved out” from each PHEP awardee

- f.ﬂ\d(:i:litional burden on DSLR staff to train awardees but no additional staff to monitor
unds

2006 Pandemic Influenza Supplemental
= March 2006 $100 million; July 2006 $225 million, Sept 2008 24 million
= Awardees to conduct planning, pan flu preparedness
= No additional DSLR staff to review plans or monitor funds

April 2007 DSLR tasked by HHS to lead review of pan flu operational
plans from July 06 guidance
= No additional DSLR staff to review plans or monitor funds
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Challenges Presented by Past Changes

» |nconsistent funding for SMEs to assist in PHEP
implementation

Only the Public Health Information Network
(PHIN) and the COTPER Division of Strategic
Naticnal Stockpile (DSNS) receive COTPER
funding for technical assistance to the PHEP

Other programs who provide PHEP activities are
not funded to assist the PHEP’s implementation

Future Changes Anticipated

= PAHPA requires PHEP to align with National
Health Security Strategy

= Congressional requirement but document not
yet available

Current Target Capabilities List (Department of
Homeland Security) undergoing revision for
falf 2010
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Why a Change Management Board?

= To ensure that changes to either PHEP Priority
Capabilities or to components of the conceptual model
are introduced in a controlled and coordinated manner

To reduce the possibility that ad hoc changes will be

introduced to the PHEP and add additional burden into
the system, or that new changes may unilaterally undo
decisions previously agreed upon by the stakeholders

Goals of the Change Management Board

Provide a formalized structure for submitting, assessing,
reviewing and approving changes to the PHEP Program

Assess the risk and impact of the proposed change to the
PHEP awardees and DSLR operations

Establish a method to ensure all changes are
documented, tracked and stored

Ensure that key stakeholders understand the rationale for
the changes and their impact
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Goals of the Change Management Board

= Ensure that changes to the PHEP are made in a way that :
= Ensures continued compliance with applicable mandates
and policies
Minimizes disruption to current PHEP priorities, capabilities,
and deliverables

Improves DSLR'’s ability to help PHEP awardees achieve
the desired capabilities

Improves DSLR's coordination of CDC resources (DSLR
and non-DSLR) involved in the implementation of the PHEP
cooperative agreement

Potential Benefits

Formalize the relationships between all internal and
external groups involved in the PHEP

Minimize last-minute changes and funding delays to
awardees

Improve the business case for changes to the PHEP

Improve the coordination of in-scope and out-of-
scope potential contributions
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Potential Benefits

Provide a mechanism to assess the costs and
potential impacts of proposed additions to the 2010-
2015 PHEP priorities and capabilities

Provide a current, published project plan that spans all
project stages from PHEP initiation through
implementation, revisions, and evaluation

Provide DSLR with a process for the management and
resolution of issues that arise during the
implementation of the PHEP

Critical Success Factors

Executive COTPER and CDC Leadership support to
ensure CDC and other stakeholders conform to the change
management process

COTPER, CDC’s (OD and National Centers) and
HHS/ASPR's commitment to conform to one integrated
change management process

DSLR leadership participation and support in CMB steering
committee meetings

Appropriate documentation for all change requests

Division of State and Local Readiness (DSLR) Program Review
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Establishment of a formal memorandum of understanding

Proposed Membership for the CMB

DSLR Director (CMB Chair)

DSLR Division Deputy (CMB Administrator)
Program Services Branch (PSB) Chief
QOutcome and Evaluation Branch (OMEB) Chief

CDC Centers/Offices that align to the prioritized
capabilities for the 2010-2015 PHEP (CMB
Steering Committee Members)

HHS ASPR (CMB Steering Committee Member)
Procurements and Grants Office (PGO) or
COTPER Division of Business Services (DBS)
Representative

Proposed Operating Procedures

(MOU) between COTPER/DSLR and stakeholder
members regarding membership roles on the CMB

CMB Member agreement as to the PHEP CMB process

Quarterly meetings for non urgent change requests

Emergency meetings for urgent change requests

Division of State and Local Readiness (DSLR) Program Review
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Urgent Change Requests

= A change request is deemed as “Urgent” if it meets all of

the following criteria:

» |t addresses an emerging threat

- There is supporting credible evidence that the threat
exists

« The threat is within the control of state and local public
health and within the scope of the PHEP Program

» The proposed change requires immediate
implementation to effectively address the threat

= |f any of the above criteria are not present, the request is

deemed “Non Urgent”

Requirements for Change Requests (CR)

CRs need to include a description of the potential
impact of the proposed changes to state and local
public health

CRs must address state and local awardees capacity to
perform the proposed activity or capability as well as
potential additional data burdens for the awardees

CRs must address potential impact to the 2010-2015
PHEP framework

CRs must address and provide a solution for staffing
support to implement the proposed new priority (e.q. if a
center or program wants to add a topic to the PHEP,
they would have to provide staffing support to DSLR)
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O ehongs Roquest (CR) Process
to Change Administrator (CA) (p art 1 )

CA consults
with DSLR branches
to determine preliminary impact

CA submits CR to
Change Management Board
{CMB) Chair

Urgent request Non Urgent request

CMB CcMB
Emergency Meeting Quarterly Meeting

Continued on next slide

Continued from previous slide Process
(part 2)

CMB
evaluates impact,
consulting with
impacted stakeholders

if necessa

CR approved CR NOT approved

CME decides CR
approval status

CR NOT from CR from
HHS/CDC HHS/CDC
Leadership Leadership

CA CA meets with
Implement drafts & sends COTPER Leadership,
Change Request response drafts & sends response
to Change Requester to Change Requester
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Appendix D
Workgroup Meeting Agenda

Division of State and Local Readiness (DSLR) Program Review
Public Health Emergency Preparedness (PHEP) Cooperative Agreement
Priorities, Awardee Capabilities, and Strategic Management Peer Review
Coordinating Office for Terrorism Preparedness and Emergency Response (COTPER)

Centers for Disease Control and Prevention (CDC)

Emory Conference Center Hotel, Peachtree Creek Room

1615 Clifton Road, Atlanta, GA 30329
September 15 -17, 2009

Tuesday, September 15, 2009

9:00 -9:10 a.m.

9:10 - 9:20 a.m.

9:20 -9:25 a.m.

9:25 -9:50 a.m.

9:50 - 10:15 a.m.

10:15-10:30 a.m.

10:30 - 11:15 a.m.

11:15-11:45 a.m.

11:45 -12:30 p.m.

12:45 - 2:30 p.m.

Welcome and Individual Introductions
Dr. Jack Harrald and Dr. Ellen MacKenzie, Workgroup Co-Chairs, Board
of Scientific Counselors, COTPER

Welcome Remarks
Dr. Dan Sosin, Acting Director, COTPER

Workgroup Charge and Logistics
Dr. Christa-Marie Singleton, Associate Director for Science, Division of
State and Local Readiness, COTPER

Review of Proposed Process for PHEP Priority Capabilities

Ms. Christine Kosmos, Director, Division of State and Local Readiness,
COTPER

Discussion and Questions

Break

Review of DSLR’s Proposed Change Management Board

Ms. Christine Kosmos, Director, Division of State and Local Readiness,
COTPER

Discussion and Questions

Lunch

DSLR PHEP Stakeholder Feedback Panel Discussion on Priority
Capabilities and Change Management

ASTHO: Damon T. Arnold, MD, ASTHO Liaison, COTPER BSC
NACCHO: Karen Smith, MD, NACCHO Liaison, COTPER BSC
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2:30 — 2:45 p.m.
2:45 - 4:00 p.m.

4:00 - 4:30 p.m.

4:30 - 5:00 p.m.

5:00 p.m.

6:00 p.m.

ASPH: James Curran, MD, MPH, ASPH Liaison, COTPER BSC
CSTE: Janet Hamilton, MPH, Florida Department of Health
APHL: Mary J.R. Gilchrist, APHL Liaison, COTPER BSC

Break
Discussion and Questions

Discussion of PHEP Capability Intersection with Public Health

Essential Services

e Dennis D. Lenaway, PhD, MPH, Director, CDC Office of Public
Health Systems Performance, Office of Chief of Public Health Practice

e Liza Corso, MPA, CDC Office of Public Health Systems Performance,
Office of Chief of Public Health Practice

Identification of Additional Items Needed from DSLR

Dr. Jack Harrald and Dr. Ellen MacKenzie, Workgroup Chairs, Board of
Scientific Counselors, COTPER

Adjourn

Workgroup and DSLR Networking Social Hour
Location: The Club Room, Emory Conference Center Hotel, Lobby Level

Wednesday, September 16, 2009

9:00 —9:05 a.m.

9:05-10:30 am

10:30 — 10:45 a.m.

10:45 - 11:45 a.m.

Welcome — Meeting Convenes for Day 2
Dr. Jack Harrald and Dr. Ellen MacKenzie, Workgroup Co-Chairs, Board
of Scientific Counselors, COTPER

DSLR PHEP Change Management Discussion

e Susan True, M.Ed., CDC Foundation; former DSLR Program Services
Branch Chief

e LCDR Anita Pullani, MHS, U.S. Department of Health and Human
Services (HHS), Office of the Assistant Secretary for Preparedness and
Response (ASPR), Division of National Healthcare Preparedness
Programs

Break

Unresolved Issues from Day 1

11:45 am-12:30 pm Lunch

12:30 - 5:00 p.m.

Deliberations and Report Writing (Closed)
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5:00 p.m. Adjourn
Dr. Jack Harrald and Dr. Ellen MacKenzie, Workgroup Co-Chairs, Board
of Scientific Counselors, COTPER

Thursday September 17, 2009

9:00 - 9:05 a.m. Welcome — Meeting Convenes for Day 3
Dr. Jack Harrald and Dr. Ellen MacKenzie, Workgroup Co-Chairs, Board
of Scientific Counselors, COTPER

9:05-12:00 p.m. Deliberations and Report Writing (Closed)

12:00 p.m. Adjourn
Dr. Jack Harrald and Dr. Ellen MacKenzie, Workgroup Co-Chairs, Board
of Scientific Counselors, COTPER
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Appendix E
A Methodology for Prioritizing Public Health Preparedness Capabilities

COORDINATING OFFICE FOR TERRORISM
PREPAREDNESS AND EMERGENCY RESPONSE

DIVISION OF STATE AND LOCAL READINESS

A METHODOLOGY FOR PRIORITIZING
PUBLIC HEALTH PREPAREDNESS
CAPABILITIES

Version 0.6
August 2009

DISCTSSION DRAFT - DO NOT CIRCTULATE OR REPROTNICE

FOR INTERNAL DELE USE ONLY
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DSLRA Cooperative Agreement Development Project

INTRODUCTION

Background

In 2002. shortly after the events of September 11. 2001, and subsequent anthrax attacks,
Congress authorized tunding tor the Public Ilealth Emergency Preparedness (PIIP)
cooperative agreement to support nationwide preparedness in state, local, tribal, and
territorial public health departments. As of 2009, this cooperative agreement has provided
nearly $7 billion in funding to these public health departments.

Managed by CDC's Coordinating Office for Terrorism Preparedness and Emergency
Response through the Division of State and Local Readiness (DSLR), the PHEP program’s
mission has evolved into an all-hazards approach, which helps ensure that public health
departments have the capacity and capability to effectively respond to the public health
consequences of not only terrorist threats, but also infectious diseases, natural disasters,
and biological, chemical, nuclear, and radiological threats.

One of the key elements of the PHEP program is to determine the appropriate set of PHEDP
priorities across the nation. PHEP funding levels have decreased in recent years, leading to
concerns by PHEP awardees that they will not be able (o achieve or sustain preparedness
progress resulting from PHEP investments. This circumstance creates a need to establish
appropriate PHEP program priorities that ensure funds are directed to the highest priority
areas.

Challenges

DSLR recognizes that identifving and establishing priorities can be extremely challenging.
Many factors have contributed to this challenge, including (but not limited to) the
following:

» The field of PIIEP is relatively new. and there is limited published evidence for
determinine which capabilities contribute most to improving public health emergency
preparedness and response.

s The perception, reality, and political nature of the threats being addressed continually
change.

e The PHEP program is mandated through legislation 1o address emergency
preparedness priorities: however most, il net all, priorilies [or emergency
preparedness are also priorities for traditional public health. There has been
inconsistent guidance over the use of emergency preparedness funds to address
overlapping priorities.

¢ There are many PHEDP stakeholders, including federal agencies, state and local health
departments, public health advocacy groups, and others. Fach stakeholder may have
different perceptions of preparedness pricrities.

¢ The PHEP program comprises clements of existing CDC programs, which
individually may have their own set of prioritics. 1t has not always been clear how
these priorities relate or intersect with other CDC program priorities.
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DSLRA Cooperative Agreement Development Project

e Needs vary across the awardees. Different awardees may have very different
priorities based on their size, geography, demographics, and other risk factors.

e Current capabilities, both in terms of general public health capabilitics and emergency
preparedness capabilitics, vary greatly across the awardees. A single sel of prioritics
may not be suitable for all awardees.

& There are other federal programs which fund preparedness or PIIEP-related activities,
including programs funded through CDC and IHIIS (such as the ITospital
Preparedness Program) and those funded through TYHS. Tdeally, all of these programs
should coordinate priority setting and complement each others” funding strategies, but
this level of coordination is not always feasible.

¢ Health departments substantially dilfer in terms of the scope of their responsibilitics
and their relationship to other emergencey response departments at the state or local
level. This difference in scope will impact the selection of pricrities Tor each awardee.

» State priorities may differ from local priorities. Currently the PIIEP program directly
funds all 50 states, eight territories and freely associated states. and four major
metropolitan areas (Chicago, T.os Angeles County, New York City, and Washington
D.C.). The approximately 3,000 local health departments in the United States are
funded through their state health department. who directly receive the PHEP funds.

o Dilferent stakehelders may have different perceplions and assumplions as to the
scope of public health ecmergency preparedness. Although there may be agreement as
to the general importance of a particular area of preparedness, e.g. interoperable
communications systems, there may not be agreement as to whether that area should
be a part of the PHEP program.

Preparedness Model

In addition to the challenges described above, there is no universally accepted PHEP
model or terminology within which to define public health emergency preparednass
prioriiies.

For example, in the emergency preparedness field, the Department of [lomeland Security
(DIIS) has mandated a “capabilities-based approach” for defining emergency
preparedness. DHS has defined a list of emergency preparedness and response target
capabilities, some of which are fully relevant to public health, some of which are partially
relevant to public health, and some which do not apply to public health. The target
capabilitics model also contains a sub-structure, which is currently under revision [rom
version 2 to version 3 but is projected Lo include concepts such as “larget outcomes” and
“resource elements.”

In the public health field, “The Ten Essential Services of Public Health” (Essential
Services), has gained widespread acceptance across the United States as a standard

framework.
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DSLRA Cooperative Agreement Development Project

The PHIP pregram exists at the intersection of public health and emergency preparedness.
Decisions therefore need to be made regarding how, or if, capabilities and essential
services should be prioritized or alignad.

DSLR Workgroup

To address these issues, DSLR convened an internal workgroup in March 2009. The
workgroup’s mandate was twofold: a) to determine an appropriate PHEP “model”; and b)
to prioritize elements within that model, using as ohjective of an approach as possible. The
workgroup combined CDC staff from DSLR’s Office of the Director, Program Services
Branch, Oulcome Moniloring and Evaluation Branch, and contractor support. The
workgroup held weekly meetings throughout the spring and summer of 2009 to determine
an appropriate model for PHEP, and a prioritization methodology. The workgroup was
then tasked with utilizing the model and methodology to determine priorities for the PIIEP
progranu.

This Document

This document describes the approach and methods used by the workgroup and the results
obtained. It describes how DSLR selected a model for PHEP and then prioritized elements
within that model to produce a set of PHEP priorities.

Since the PHEP program is authorized through legislation. this document begins in section
2 by describing the legislative drivers for the program, and how these might prescribe an
approach to determining priorities. Section 2 also describes the public health aspects of the
program through the Essential Services and describes the DHS Target Capabilities List,
the cornerstone of emergency preparedness. This section provides the background
necessary (0 understand the methodology for prioritization.

Section 3 describes the methodology used to prioritize target capabilities. The
methodology involved selecting and reviewing documents from key stakeholders and then
mapping these documents to the Target Capabilities T.ist.

Section 4 describes the resulls obtained from the methodology, which include a prioritized
list of target capabilities, called “priority capabilities,” and an alighment between these
priority capabilities and the Essential Services.

In support of the methodology, two technology-based tools were developed. These tocls
are a relational database system implemented in Microsoft Access and a spreadsheet
implemented in Microseft Excel.

The database system stores all the priorities, capabilities, and other information which is
gathered during the course of executing the methedology, and the spreadsheet contains
calculations and formulas which enable the automated calculation of suggested priorities.
These will be discussed in sections 3 and 4.

Section 5 discusses limitations of the methodology, and Section 6 contains a discussion of
the overall approach.
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1 THE PHEP MODEL
1.1 INTRODUCTION

Before determining the priorities, a prerequisite was to determine the model for
pricritization. As the PHEP program is authorized through legislation. a review of relevant
legislation was conducted to determine if any legislated directives exist in this regard. A
review of the Pandemic and All-Hazards Preparedness Act (PAHPA) directed us toward a
“capabilities-based approach” in alignment with the target capabilities model from DHS. Tt
was further determined that the PHEP program should also align to the HHS 10 Essential
Public Health Services” model. A new model was then developed combining the target
capabilitics and Essential Services, and the best approach was determined (o be
prioritization of capabilitics with subsequent alienment to services. The design of this new
model and the rationale behind it are described in this section.

1.2 LEGISLATIVE DIRECTIVES REVIEW

Before developing the model, legislative and execulive direclives were [irst reviewed to
determine the existence ol any directives or general guidance for an approach o
determining PHEP program priorities. Since PAHPA is the authorizing legislation for the
program, it was deemed appropriate to focus on PAHPA for this analysis.

The review indicated that although PAHPA implicitly defines priorities through its choice
of language and topics to be discussed. it rarely explicitly indicates priorities. Furthermore,
PAHPA does not directly mandate any approach or methodology to be followed for
determining PHEP priorities.

However, PAIIPA does specify the need to maintain “consistency” with certain other
national programs. Specifically, PAHPA requires that PHEP awardees submit a plan
describing how they will meet the preparedness goals described in the National Health
Security Strategy (NHSS}I, and PAHPA includes a broad outline for the NHSS, with
implicit prioritics contained within. PAHPA also provides several other requirements for
PHEP awardees, which again implicitly describe prioritics; however, these requirements
are not comprehensive.

PAHPA also directs that the NHSS be consistent with the National Preparedness
Guidelines (the Guidelines)?. As PAHPA is the authorizing legislation for the PHEP
program, and as PAHPA mandates that the PHEP be censistent with the NHSS. and the
NHSS with the Guidelines, it is appropriate to review the Guidelines Lo determine the
existence of an explicit or implicit priority-setting methodology.

T PAHPA Section 201{2){b)(2)(A)i;
* PAHPA Section 103 Subsection 2802(b¥ 3}
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Upon reviewing the Guidelines, DSLE determined that they do provide some guidance [or
the sclection of prioritics. The Guidelines present a standard for preparcdness based on
establishing national prioritics through a capabilitics-based planning process®.

Since PAHPA mandates “consistency”™ with NHSS and the National Preparcdness
Crimdelings, the Division of State and Local Readiness (DSLRY, as the steward of the PIHEP

program, is proposing a capabilities-based approach w selting pricvities foe the 20040 w0
215 PHEP cooperative agreement.

1.3 ALIGNMENT TO NATIONAL PREPAREDNESS GUIDELINES

The National Preparcdness Guidelines is a framework containing many sub-componenis.
There are two major components 1o (he ramework:
= National Preparcdness Guidelines
1. National Preparedness Wision
2, Mational Planning Scenarios
3. Universal Task List (LT
4. Target Capabilities List (TCL)
+  National Response Framework (NRF)
. Emergency Support Function (ESF)
2, Support and Incident Annexes
3, Parmer Guides

For the purposes of this model, we will focos on the Guidelines as they are specifically
mentioned within PAHPA.

There are four critical elements (o the National Preparedness Guoidelines:

1. The National Preparedness Vision, which provides a concise statement of the
core preparedness goal for the nation.

The National Planning Scenarios, which collectively depict the broad range of
nalural and man-made threats facing our nation and guide overall homeland
securily planning efforts at all levels of government and with the private secior.
They form the basis for national planning, training, investments, and excreiscs
needed o prepare for emergencies of all tvpes.

[

3. The Universal Task List (U'TL), which is a menn of approximately 1,600 uniguoe
tasks that can facilitate efforts © prevent, protect agunst, respond o, and recover
[ronme the major evenls that are represented by the National Planning Scenarios.
Adthowgh no single entity will perform every ask, the TITT. presents a commaon
language and vocabulary that supports all efforts to coordinate national
preparedness achivibes,

* WP Page 4 Section 30 Parsgraph |
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1.4

4. The Target Capabilities List (T'CL), which defines 37 core capabilities that
states and communities and the private sector should collectively develop to

prepare for and respond effectively to disasters. The TCI. also links to the
National Response Framework.

Upon review of this framework, it was determined that the most relevant component for

PHEP prioritization is the Target Capabilities List.

TARGET CAPABILITIES LIST (TCL)

The Target Capabilities I.ist describes the capabilities related to the four homeland security
mission areas of emergency preparedness: prevent, protect, respond, and recover. The
TCL divides these nussion areas (plus an additional group called “common’) inte 37 core

capabilities.

The TCL was developed in 2005 with stakeholders from tederal, local, state, territorial,
and tribal governments as well the private sector and nongovernmental organization.
Version 2 was released in 2007, and. currently. the list is being revised into Version 3 to
create a clearer definition around roles and responsibilities and the target capabilities sub-

structure.

The TCL establishes a standardized, national, capabilities-based guidance for preparing the
nation for all-hazards events and provides guidance and tools in the form of a definition.
expected target outcomes and resource elements necessary to accomplishing the capability,

and target metrics to show progress toward achieving the capability.
Each target capabilily has the following elements:

¢ Target Capability Name
e Target Capabilily Definition

¢ (lasses and Risk Factors: Classes are used to divide jurisdictions based on
various primary and secondary risk [actors. Each class will have a dilferent set of

target metrics.

¢ Target Outcome: An expected outcome of successfully executing this capability.

Typically each capability will have between four and six target outcomes.

* Target Metric: For each outcome and for each class. a target metric is defined.

¢ Relationship to Emergency Support Function (ESF): The ESF is a structure

within the NRF which details roles and responsibilities in emergency

preparcdness and response Lor federal. state and local agencies. Each target

capability is linked to one or more ESEs.

¢  Resource Elements: Describe which resources (plans, personnel and teams,
equipment, or training and exercises) may be required for this capability. The list
of resource elements is currently descriptive and not prescriptive, and is not tied

to any particular class.
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Table 1: DIIS Target Capabilities

Common Capabilities

Planning

Communications

Risk Management

Commumty Preparedness and Participation

R0 BN EVS T

Intelligence and Information Sharing

Prevent Mission Area

6 Information Gathering and Recognition of Indicators and Warnings
7 Intelligence Analysis and Production

3 Counter-Terror Investigation and Law Enforcement

9 CBRNE Detection

Protect Mission Area

10 Critical Infrastructure Protection

11 Food and Agriculture Safety and Defense

12 Epidemiological Surveillance and Investigation
13 Laboratory Testing

Respond Mission Area

14 On-site Incident Management

15 Emergency Operations Center Management

16 Critical Resource Logistics and Distribution

17 Veolunteer Management and Donations

L8 Responder Safety and Health

19 FEmergency Public Safety and Security Response
20 Animal Diseasc Emergency Support

21 Environmental Health

22 Explosive NDevice Regponse Operations

23 Fire Incident Response Support

24 WMD and Hazardous Materials Response and Decontamination
25 Cilizen Evacuation and Shelter-in-Place

26 Isolation and Quarantine

27 Search and Rescue | Land-Based)

28 Emergency Public Informalion and Warning

29 Emergency Triage and Pre-Hospital Treatment
30 Medical Surge

31 Medical Supplies Managemenl and Disiribution
32 Mass Prophylaxis

33 Mass Care

34 Fatality Management

Recover Mission Area

35 Structural Damage Asscssment
36 Restoration of Lifelines
37 Fconomic and Community Kecovery

The T'CL is the standard federal framework for emergency preparedness across all
agencies, and thus these capabilities span the entire spectrum of emergency preparedness
and response, including law enforcement, environmental protecticn, public health. and
others. The TCL is aliened to the ESF framework. which gives direction as to which
capabilities are within the scope and responsibility of which agencies, but it does not
specifically mark capabilities as being public health capabilities.
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A review of the capabilities showed that some of the capabilities are fully relevant to
public health, some are partially relevant to public health, and some (as defined in the
TCL) are not relevant to public health at all. Clearly, those target capabilities which are
fully relevant to public health are likely to be higher priority for the PHEP program, and
those capabilities which are not relevant to public health will not be priorities for the PHEP
program. However, the many target capabilities which are partially relevant to public
health need to be prioritized. Section 3 describes our approach to prioritizing these
capabilities.

1.5 ALIGNMENT TO PUBLIC HEALTH

Although PAHPA dictates alignment to the National Preparedness Guidelines, the
framework for emergency preparedness, DSLR has determined that the PHEP program
should also align to public health. This decision was based on a number of reasons;
primarily that the PHEP program exists at the intersection of public health and emergency
preparedness and needs to align to each.

PHEP \
Public Health ‘] Emergency

Emergency Preparedness
Preparedness /

Figure 1: Intersection of Public Health and Emergency Preparedness

The most widely accepted standardized model for public health is known as the “10
Essential Services of Public Health” developed by HHS in 1994. DSLR therefore decided
to align to this model.

Aligning to the Essential Services model provides additional benefits; it provides a public
health viewpoint into the TCL and shows how emergency preparedness intersects with
public health. Mapping the two models together also demonstrates how achievement of
target capabilities will enhance the ability of the jurisdiction to provide the Essential

Services.
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1.6 10 ESSENTIAL SERVICES OF PUELIC HEALTH

The 1.5, Public Health Service (PHS) convened the Public Health Functions Steering
Committee (FHFSC) in 1993 to develop a descriptive model for public health. The
PHEFSC was chaired by the Surgeon General and included representatives from most PHS
agencies and from a number of national public health organizations. In the fall of 1994,
the committee produced Public Health in America, a document that described a vision, a
mission stalement, a list of public health goals, and a list of 10 public health services
needed to carry out basic public health responsibilities. The committee’s specific intent
was that these essential services represent the full range of responsibility in pulblic health
across Tederal, state, and local levels, The essential services were subseguently called the
“10 Essential Public Health Services™, and by 2000 were widely recognized as the standard
framework for organizing the work of public health, CIDCs National Public Health
Performande Standards Program. a voluntary program developed under the guidance of the
Centers Tor Disease Conirol and Prevention and a number of national partners, has used the
Eszential Services as a model for performance measurement (ools,

Evailuate Monitor ?’,
Health -
Assure

Loy i b Dl'.:guu:n.-l.-

g Workforce LW & Investigate
dEn A L Jebidril, I
a to | Provide 2 ' EdtcTie,
'ﬁ Lo A EME oL,
Maobilire
Enfarce Community $

Laws Parnerships ﬁ

Develop
Pollcies

Figure 2: The 10 Essential Prblic Health Services
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The table below shows the Essential Services definitions.

Table 2: 10 Essential Public Health Services

Short Label

Definition

Monitor Health Status

Monitor health status to identify and solve
community health problems.

Diagnose and Investigate

Diagnose and investigate health problems and
health hazards in the community.

Inform and Educate

Inform, educate, and empower people about
health 1ssues.

Mobilize Community

Mobilize community partnerships and action to
identify and solve health problems.

Develop Policies and Plans

Develop policies and plans that support
individual and community health efforts.

Enforce Laws

Enforce laws and regulations that protect health
and ensure safety.

Link People to Health
Services

Link people to needed personal health services
and assure the provision of health care when
otherwise unavailable.

Assure Competent
Waorkforce

Assure competent public and personal health care
workforce.

Evaluate Services

Evaluate effectiveness, accessibility, and quality
of personal and population-based health services.

10

Research

Research for new insights and innovative
solutions to health problems.

1.7 ALIGNMENT OF ESSENTIAL SERVICES TO TARGET CAPABILITIES

A number of approaches to alignment were considered. A basic challenge was that the
Essential Services descriptions were written pre-9/11 and do not contain language specific
to PHEP. In addition, services and capabilities are different constructs and do not always
directly map to each other. After an analysis, it was determined that we could align
capabilities to services using a “best fit approach,” expanding some of the existing services
definitions to include relevant PHEP concepts and language, while keeping within the
original spirit of the services definitions. The resultant model combines the Essential
Services with the target capabilities. As the Essential Services are relatively broad, while
the capabilities are more focused, it was decided to denote the services as the top level
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structure, with the capabilities cascading underneath them. I'or a simple model, each
capability would map to one service. however this was not always the case.

It 1s important to note that only the prioritized capabilities were aligned to the Essential
Services. This is Tor two reasons: a) to reduce unnecessary ellort and b) non-public health
relevant capabilities do not align to the Hssential Services. The alignment of target
capabilities to services was thus only pertormed after the selection of the priority
capabilities, as described in the next section.
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2 PRIORITIZATION METHODOLOGY
2.1 INTRODUCTION

This section of the document describes the methedology used for prioritizing target
capahilities. One of the most significant challenges in setting priorities is that there were
many stakeholders involved. both internal and external to CDC. each with a potentially
different perspective as to what the priorities should be or on how to set the priorities.

DSLR proposed that a review of all these different stakeholder perspectives was
appropriate to determine where there was agreement, and where there were differences.
By reviewing the various perspectives, each of these critical stakeholder groups was given
a voice in the process and DSLR maximized the quality of the output through consensus.

Not all perspectives are of equal importance, so the methodology allowed greater weight o
be placed on the perspectives and priorities of certain stakeholders. I'or example, the PIEP
program is authorized through legislation and must follow the directives of that legislation.
Therefore, greater weight was placed on the priorities implied through legislation.

There are many ways to review the perspectives of each of these stakeholders: however
DSLR elecled Lo review official reports. Using oflicial reports as the source enables
comprehensive tracking and tracing from source documents to final decisions.

By reviewing reports produced by each stakeholder, DSLR was able to gather input trom
diverse sources, and determine areas of commonality. Although each stakeholder may
internally utilize different methods and approaches for determining their priorities. this did
not affect the DSLR methodology, since we were interested in the outcomes of each
organization’s approach, and not the internal methodology they used o determine those
outcomes.

2.2 SELECTED STAKEHOLDERS AND DOCUMENTS

The first step in the methodeology was to deterniine which stakeholders and associated
documents would be reviewed. The types of stakeholders and literature that were
considered for review included:

1. Legislation and Executive Directives

2. Relevant IFederal Agencies

3. PHEP Program Historical Data

4. PHEP Program Partners

5. Third-Party Organizations
The actual selected stakeholders and documents will typically vary on each application of
the methodology. For our purposes, as there was limited time to interview stakeholders

directly, the stakeholder selection process was directed by the available literature. If there
was no available relevant literaiure, the stakeholder was excluded from the application of

the methodology.
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The following documents were included in the review:

Legislation and Executive Directives

1. Pandemic and All-Hazards Preparedness Act of 2006 (PAHPA)
PAIIPA is the authorizing legislation for the PIILP program. This document was
chosen as part of the literature review as it indicates specific programmatic processes,
requirements, and priorities that must be followed per congressional mandate.

2. Homeland Security Presidential Directive 5 (HSPD-5)
HSPD-5 establishes a National Incident Management System (NIMS). This
document was chosen as part of the literature review as it stales Presidential mandates
for development of NIMS, a key preparedness element of the National Health
Security Strategy.

3. Homeland Security Presidential Directive 8 (HSPI)-8)
HSPD 8 mandates the development of a National Preparedness Goal (NPG). This
document cutlines the priorities necessary to include in the National Preparedness
Goal and as such was chosen as part of the literature review.

4. Homeland Security Presidential Directive 21 (HSI'D-21)
HSPD-21 establishes a National Strategy for Public Health and Medical Preparedness
and indicates the necessary components of this strategy. This document was chosen
as part of the literature review as it states Presidential mandates to be included in the
National Health Security Strategy for preparedness.

Program Partners

5. NACCHO: Pruject Public Health Ready
Project Public Health Ready is the only nationally accepled and peer reviewed
standard for public health preparedness Lor local health departments. 'This document
was chosen as part of the literature review to provide the best representation of the
NACCIIO partner perspective.

2.3 DOCUMENT REVIEW AND MAPPING

Selected stakeholder documents were reviewed line by line to extract any mandates.
priorities, or other suggestions that are relevant to the PIIEP program or preparedness as a
whole. The reviewer(s) may have used a computer-aided search to assist in looking for key
words within the document as a supplement to the process, but fundamentally the review
process required the reviewer to read and understand the entire document in context to the
document’s stated intent. The extracts from the document were then matched to the
appropriate larget capabilitics from the DHS TCL.

To reduce subjectivity as much as possible. a number ot reviewers were first tasked to
independently review each document, develop the mappings, and provide justifications for
each mapping. The results were then combined, and where differences hetween the
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reviewers were tound. consensus was reached through discussion and analysis of the
various justifications.

The reviewers were instructed to identify three types of matches:

1. Strong match

Strong match means there 1s an exact match of the target capability to a capability or
concept described in the reviewed document. This was typically tound when the
source document itself was based on the TCL or when the source document used a
capabilities-based approach. Another method of determining a strong match is that
there was a match on a concept or content within the standardized capability and the
reviewed document, even though the terminology used might be different, as long as
both described substantially the same concept.

2. Medinm match
A medium match means that there was a match on a concepl or content within the
standardized capability and the reviewed document. even though the terminology
used might be different. The difference between a medium match and a strong
match is that a medium match is typically only a partial match to one part of the
target capahility, whereas a strong match would be a full match to all of the target
capability.

3. Weak match

A weak match is where there is not a match on content, but the reviewer perceived
that the intention of the two documents could be inferred to be similar and as such
should be matched.

Each document has its own unique structure and approach, and the matching process for
each varied as described here:

s PAHPA

Although PAHPA directs that the PHEP program and the NHSS must align with the
Guidelines, PAHPA itself does not directly align with the Guidelines or the TCT..
PAHPA makes no explicit references to target capabilities, and does not use any
aspect of the TCL. Hence. when reviewing the PAHPA literature, the reviewer had to
determine the intent of the various sections and the language contained therein and
then mateh that language to the relevant targel capabilitics. In some cases there was a
direct match between the PAHPA language and a particular target capability. In other
cases, the match was based on partial content or inference. The review of PAIIPA
was limited to two key sections; one section that describes the NIISS and another that
describes requirements for PHEP awardees.

« HSPD-5, HSPD-8, HSPD-21

Like PAHPA, HSPD-5. 8 and 21 doe not explicitly wtilize a capabilities-based
approach, and so these documents had to be mostly matched to capabilities by content
or inference, with some strong matches found where applicable. The entire text of
these documents was included in the review.
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¢« NACCHO PPHR

NACCHO Project PPublic Health Ready (PPHR) measures local health departments on
a capabilities-based approach. However, the capabilities were not all exact matches
for the TCL elements and so were matched using key words with seme content
matches. Although PPHR is directed at local health departments. the priorities
contained within could be applied to state health departments.

For cach match between a source document extract and a specific target capabilily, a
detailed justification was provided, identifying the source document citation and
explaining why this was matched to a particular capability. These justifications were
entered inte a relational database system designed to support the process.

The detailed justifications for each match as reported from the database can be found in the
attached document, ttled Legisiative and Partner Match Justification Results.

24 PRIORITIZATION

The ouiput [rom the document review stage was compiled into the spreadsheet tool,
displaying the matches [rom cach document (o the targel capabilitics. To arrive al a
prioritization of capabilitics based on the number of matches that capability has. various
calculations were employed and weights were assigned. This section describes the
calculations and weights, and demonstrates how the final prioritized list was calculated.
This process is designed to be flexible; different weights and calculations trom the ones
described here may be used in the future, if desired.

Match Type Weight

To place more value on stronger matches, matches were weighted as follows:

Match Type Weight
Strong Match 5
Medium Match 3
Weak Match 1

Document Weight

In addition Lo the match ype weights, cach stakeholder document was assigned an
individual weight. The purpose of this weight was o provide increased value to those
documents or stakeholders which were deemed to be more important. For example.
legislative documents or stakeholders received higher weights. The following
stakeholder/document weights were used. Please note that these weights were chosen by
the workgroup solely for the purposes of the methodology, and do not necessarily reflect
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the agency or DSLR position on the relative importance or merits of the individual
stakeholders or associated documents.

Stakeholder/ | Weight | Rationale
Document

1 PAHPA 5 Authorizing legislation for the PHEP

2 | IISPD-5 4 Presidential Directive

3 | HSPD-8 4 Presidential Directive

4 HSPD-21 4 Presidential Directive

5 | NACCHO - 2 Partners participate in program and so their opinions
PPHR should carry weight higher than third parties but less

than legislation

Priority Score

Once the match type and document weights were established. the match-type weight was
multiplied by the stakeholder/document weight to produce a numerical value for each
match. For example, if Document A was assigned a document weight of 3, and strong
match was assigned a weight of 5, then if there was a strong match from Document A to
Target Capability 1, that resulted in a score of 15 (3*5) for the match between Docuiment
A and Target Capability 1. This process was repeated for each document, and the scores
were summed up by capabilily to produce a total priority score. The priority score was a
numerical reflection ol how many of the documents included that particular capability
and the strength of the inclusion.

The priority score for each capability was the sum of the individual scores of the matches
from each of the reviewed documents. Each individual score was a combination of three

factors:
1. The decision of which match type (if any) is appropriate
2. The weight assigned to that maich type
3. The weight assigned to that document.

Priority Tiers

Capabilitics were grouped into tiers based on their priority scores. This system of tiers
was established to parallel the system currently used by the Hospital Preparedness

Program.

To determine which capabilities should fit into which tiers, the workgroup analyzed the
range of priority scores obtained. There was no clear distinction between groups of
scores, with scores spanning a wide range from high to low. Various calculated options
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for dividing the capabilities into tiers were considered and rejected. In the final analysis it
was decided to allow the top 14 scoring capabilities into Tier 1. six of the next highest
scoring capabilities divided equally into Tier 2 and Tier 3, and the 17 lowest scoring
capabilities were excluded entirely. These decisions were made based on the public
health and emergency preparedness experience of the workgroup.
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3 RESULTS
3.1 PRIOCRITY CAPABILITIES

After applying the methodology, the following results were obtained”:

Tier One Capabilities / High Priority

1 Planning

2 Communications

4 Community Preparedness and Participation

5 Intelligence and Information Sharing

12 Epidemiological Surveillunce and Detection

13 (Public [lealth) Laboratory Testing

14 Os-site Incident Management

18 Kesponder Sately and Health

26 Isolation and Quarantine

28 Emergency Public Information and Warning

30 Medical Surge

31 Medical Supplics Management and Distribution
32 Mass Prophylaxis

34 Fatalily Management

Tier Two Capabilities / Medium Priority

3 Risk Management

17 Volunteer Management and Donations

33 Mass Care

Tier Three Capabilities / Low Priority

9 CBRNE Defection’

13 Emergency Operations Center Management

37 Lconomic and Community Recovery

Tier Four Capabilities / Excluded

6 Information Gathering and Recognition of Indicators and Warnings
7 Intelligence Analysis and Production

3 Counter-Terror Investigation and Law Enforcement
10 Critical Infrastructure Protection

11 I-ood and Agriculture Safety and Defense

16 Critical Resource Logistics and Distribution

19 Emergency Public Safety and Securitv Response
20 Ammal Disease Emergency Support

21 Environmental Health

22 Explosive Device Response Operations

23 Fire Incident Response Support

24 WMD and Hazardous Materials Response and Decontamination
25 Cilizen kvacualion and Sheller-in-Place

27 Scarch and Rescoe (Land-Bascd)

29 CEmergency Triage and Pre-Ilospital Treatment
35 Struclural Damage Assessment

36 Restoration of Lifelines

! The numbers in the table reference the DHS Target Capability number.

* Chemical, Biological, Radiological, Nuclear, Explosive

Please note: The list above is the result of the application of the methodclogy, and is not the definitive list of
priority capabilities for the PHEP program.
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The following matrix illustrates the matches between each document and the associated
target capability and shows the final priority score for each capability.
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ESSENTIAL SERVICES ALIGNMENT

Afier the selection of the priotity capabilitics, the sclected capabilities were then aligned to
the Ezzential Services. In some cases the alignment was clear; i other casss 2 decizion was
mads az to how o best fit the capability into one service. Sarvice definitions wers

expanded in some cases to enable 3 hetter fit. The following table shows the proposed
alignment with the new definitions. Capabilities that are shaded are those which aligned to

multiple servicas,
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4 LIMITATIONS

4.1 PRIORITIZATION WITHIN THE CAPABILITIES

Many of the target capabilities are fairly broadly defined and contain many sub-topics with
associated target outcomes and resource elements. The methodology focused on
prioritizing the target capabilities themselves but does not proceed to prioritize elements
within the targel capabilities: for example, pricrilizing certain targel outcomes over others.
It is possible that target outcomes and resource elements might need to be prioritized as
well. especially within very broad capabilities. For example, the target capability
“Laboratory Testing” includes chemical, biological, and radiological laboratories.

A complicating factor to be considered is that the TCL currently is under revision, and
many of the target outcomes and resource elements have not vet been defined for the
revised version of the TCL. Under direction from DHS and HHS. CDC is currently
revising three of the target capabilities (Mass Prophylaxis, Isclation and Quarantine. and
Epidemiological Surveillance and Investigation), but these are not yet complete.

DSI.R plans to pursue an approach to aligning PHEP priorities with the new definitions
upon completion but must proceed currently without those definitions having yet been
completed. DSLR plans to engage a wide variety of internal and external program partners
to review and provide input [or the List of priority larget capabilitics and the Larget
outcomes and resource clements within these capabilities. The expectation is that a
minimum set of outcomes and resources will be defined for each target capability, with no
additional prioritization beyond that.

4.2 SELECTION OF STAKEHOLDERS AND DOCUMENTS

The cuicome of the prioritization approach is clearly dependant on the stakeholders and
documents selected for review. The workegroup did not define precise criteria for
stakeholder or document selection but attempted to select as broad a range of relevant
stakeholders and documents as possible. Ultimately. many of the initially selected
stakeholders and documents were excluded from the scoring process for reasons described
in the following list:

1. PHEP Program Priorities 2002-2010
It was initially thought that the past priorities of the PHEDP program should influence the
results and be scored as part of the methodology. However, the PHEP program has
evolved over the vears with differing priorities having been set each year in response to
multiple drivers, including DSLR, COTPER. CDC and HHS leadership, perceived threat
scenarios such as hioterrorism threats, and other factors. Given the wide variety of past
priorities, these were ultimately all excluded from the final formal scoring process.
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2. Budget Period 9 (BP9) Performance Measures Guidance (CDC/DSLR)
This document describes the development of CDC s PIILP program pertormance
measures through an extensive process of stakeholder engagement and program
prioritization activities, thus reflecting a broad range of stakeholder opinions. Five broad
capability “groups” were identified by the PHEP Evaluation Workgroup as being high
priority, but these were not used Lo influence the scoring process as the process for
defining these capability “groups” is incomplete.

3. ASTHO: Directors of Public Health Preparedness Goals — Draft, April 2008
The Tealth Preparedness Capability Prioritization Project, developed by the Association
for State and Territorial Ilealth Officials (ASTIIO) Directors of Public Ilealth Emergency
Preparedness emphasizes the importance of integrating routine response capabilities with
public health emergency preparedness. This document was determined to not be an
official representation of ASTHO priorities, and ASTHO is currently planning another
clTort to determine their prioritics. Depending on timelines and other constraints, it is
possible that the ASTHO prioritics could be included into the scoring in fulure and may
affect the final list of priorities.

4. National Preparedness Guidelines Emergency Support Function 8 (ESF) 8
ESF — 8: Public Health and Medical Services, outlines functions that are the primary
responsibility of the Department of Health and Human Services and its 11 operating
divisions. This decument was originally chosen as part of the literature review to provide
the DHS perspective as to what is within the purview of HHS as DHS has the role as lead
agency in emergency preparedness. However, due (o the lack of a distinclion belween
what is the responsibility of public health and what is the responsibility of the medical
community. this item was not included in the final scoring.

5. RAND: Conceptualizing & Defining Public Health Emergency Preparedness

In May 2008, HHS s Office of the Assistant Secretary of Preparedness and Response
(HHS/ASPR yasked RAND to convene an expert panel to develop a clear and widely
applicable definition of public health emergency preparedness that can provide common
terms for discussion and establish a basis on which to develop a small core of critical
standards and measures. The panel produced a document outlining 13 prioritics for public
health emergency preparedness. However, this document was ultimately not included in
the scoring as the priorities were fairly high level and cross-cutting, and were not specific
to individual target capabilities.

6. TFAH: Ready or Not 2008
This report was developed by the Trust for America’s Health (TFAH) to assess health
emergency preparedness capabilities across the nation. It contains state-by-state health
preparedness scores based on 10 key indicators. This document was initially considered
to be part of the literature review as TFAH is a frequently cited advocacy organization
who has created multiple reports regarding the public health system in general and
preparedness in particular. However, this document was not included in the scoring due
to the 10 indicators not aligning strongly to the target capabilities at a detailed level.

7. Hospital Preparedness Program 2008 Guidance (HHS — ASPR)
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The Hospital Preparedness Program is the counterpart to CDC’s PIIEP program. This
program receives funds for hospital preparedness as outlined in PAIIPA Section 201 Sub
Section 319(C)-2. This document was initially considered as part of the literature review
to assist in excluding capabilities from the PHEP program to reduce any redundancies in
effort hetween the two programs. However, many questions were raised as to how
exactly the HPP guidance would or should aflect the PHEP prioritics, and it was
cxeluded from the final scoring.

8. National Preparedness Guidelines Core Document
The Guidelines Core Document was excluded from the priority-setting process as the
TCL, which is a companion to the core document, provides much more detailed and
direct information indicating priorities for all-hazards emergency preparedness.

9. National Respomse Framework (NRF) Core Document
The NRF Core Document was excluded from the priority-selling process as there was
nunimal relerence to determining the priorities of a preparedness program, and there are
several other government sources cited in this literature review that do indicate priorities.

10. CDC Goal Action Plan for Preparedness
The CDC Goal Action Plan for emergency preparedness identifies five all-hazards
preparedness ohjectives and nine time-phase strategic preparedness goals. Although this
plan reflects the agency priorities, it is extremely broad and does not directly prioritize
capabilities within emergency preparedness and thus was excluded from the scoring.

11. TFAH: Blueprint for a Healthier America
This document was excluded from the review as it indicates high-level solutions, whereas
the TFAII “Ready or Not” report provides much more specific recommendations for
priorities,

12. NACCHO: Leveraging Community Outcomes
This document was created to display an analysis of preparedness functions across the
NACCHO constituency and to describe what was happening or could happen to these
functions should the funding for the PHEP program continue to decline. As this
document was providing projected or actual declines in capabilities rather than explicit
priorities. it did not meet the needs of this review.

43 MAPPING OF DOCUMENTS TO CAPABILITIES

Targel capabilities are olten broad in scope. Each includes many related target outcomes
and resource elements. Thus it is often the case that a match may be made to one portion of
the capability but not the whole capability. For cach match, a justification is then written
explaining the type of match and the point of linkage between the reviewed literature and
the DIIS target capability.

Each document may be matched to one or more capabilities, and each capability may be
maltched to one or more documents. It is also possible that a capability may not match any
documents or thal a document may not malch any capabilities.
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In theory, the matching from any one decument to any one capability could be based on
multiple match points trom the source document. Ilowever, to simplify the methodology.,
the methodolopy captured the strongest match point hetween each document and any
specific capability. If a document contains a number of medium matches which in sum
cover an entire capability, then certainly this can be rated as a strong match overall.

Note that for the methodology to function correctly there must be a consistent definition
for the capabilities to which documents are mapped. The DIIS TCL provides a very
comprehensive description for each capability, and the use of this document was crucial in
many of these discussions to precisely define the capability.

44 WEIGHTS

The methodology used a relatively simple system of strong, medium, and weak matches. Tt
waould certainly be possible to develop a more precise system of matches, for example to
further distinguish partial from full matches. However the workgroup decided that this
simple system would be sullicient.

Each of the three types of matches proposed in the methodology was assigned a numerical
weight which was intended to be proportional to the strength of match type. The
workgroup chose 1. 3, and 5 as the weights for weak, medium, and strong matches
respectively, but different weights could be chosen. which could possibly affect the resulls.
The workgroup determined that it was not feasible to develop objective criteria for the
match type weights; thus the workgrucp consequently selected a fairly simple weighting
system.

The workgroup also found that there was no reliable and objective way to determine
appropriate weights for stakeholders or documents. In general more important stakeholders
and documenits should have stronger (i.e. higher value) weights. Adjusting the document
weights will result in different outcomes, especially with stakeholders who have very
different perspectives.

Although the selection of numerical values for match type weights and the
stakeholder/document weights is somewhat subjective, the final result is dependent on the
relative differences between the priority scores, rather than the absolute values. As long as
the match types and documents are weighted appropriately relative to each other, a correct
result will be obtained.

Upoen completion of the methodology, the workgroup Ielt that the weights were appropriate
and that the results oblained were justified.

4.5 CAPABILITY TIERS

This aspect of the methodology used the experience gained by DSI.R in managing the
PHEP program over the past nine years to manually set the tier cut-offs to produce the
desired tiers though a precess of manually adjusting the tier score ranges unlil the desired
resulls were obtained.
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Other more automated approaches were considered, for example designating the top 16%
of priority scores to tier 1, but none of these automated approaches had any benetit over
the manual adjustment process, as none of these automated approaches could he
objectively justified.

Ultimately, the workgroup reached the conclusion that determining the tiers would have to
be done manually, using the experience and judgment of the workgroup participants. This

did not detract from the objective value obtained through the process of document review,

matching to target capabilities and justifications.
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5 DISCUSSION

Based on the experience of the workgroup, the following strengths and weaknesses were
noted to this methodology.

One strength of this approach is that the mandates of legislation, the priorities of HHS,
CDC and program partners, and of other groups who have public health knowledge and
expertise are taken into account. In a sense, this is a meta-methodology providing balance
among, and giving weight to, those who are knowledgeable on the subjects of public health
and preparedness, without requiring that expertise in the users of the methodology.
Another advantage is that each stakeholder can each use his or her own approach to
determine pricrities, and this methodology will benefit from the results obtained.

An associated (but unavoidable) weakness is that the results obtained from this
methodology are sensitive to the relative weights given to each document and te the initial
decision as to which stakcholders and documents to include. By varying the decument
weights. different results can be obtained. This aspect is unavoidably the most subjective
limitation of the approach.

The workgroup members themselves felt that the approach was valuable. The rigorous
review of multiple documents. combined with the requirement to specify and justify match
types, foreed the reviewers Lo develop as objective a mapping as possible.

Mapping the target capability list to the Essential Services was another valuable step.
Traditionally, the worlds of emergency preparedness and public health have maintained
separate models and frameworks. By aligning the target capabilities with the essential
services, the workgroup created the first formal combined model for public health
emergency preparedness, showing how the two disciplines overlap and complement each

other.
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APPENDIX A: DOCUMENT APPROVAL

The undersigned acknowledge they have reviewed this document and agree with the approach it
presents. Changes to this document will be coordinated with and approved by the undersigned or
their designaled representatives.

Signature: Date:

Print Name:

Title:

Role:

Signature: Date:

Print Name:

Title:

Role:

Signature: Dale:

Print Name:

Title:

Role:
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APPENDIX B: ACRONYMS

The following table provides definitions for terms relevant to this document.

Aecronym Definition
I Centers for [Yisease Control and Prevention
COTPER E::;hl ::;li:ng Office for Terrorism Preparedness and Emergency
DHS Department of Homeland Security
DSLE Division of State and Local Readiness
ESF Emergency Support Function
FEMA Federal Emergency Management Agency
HHS Department of Health and Human Services
NACCHO National Asseciation of County and City Health Officials
MNHSS Mational Health Security Strategy
NPG Mational Preparedness Goal £ Guidelines
PAHPA Pandemic and All-Hazards Preparedness Act
PHEF Public Health Emergency Preparsdness
TCL Target Capabilities List
UTL Universal Task List
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Appendix F

DSLR Development and Implementation of the 2005-2010 PHEP Cooperative Agreement

DISCUSSION DRAFT 8/11/2009

DSLR Development and Implementation
of the 2005-2010 PHEP Cooperative Agreement

Background

As of 2009, Congress has appropriated nearly $7 billion in funding for the Public Health Emergency
Preparedness (PHEP) cooperative agreement. The Centers for Disease Control and Prevention (CDC),
specifically its Coordinating Office for Terrorism Preparedness and Emergency Response (COTPER),
administers the federal PHEP program for its eligible awardees. COTPER’s Division of State and Local
Readiness (DSLR) administers the PHEP cooperative agreement, which funds state and local efforts to
build and strengthen their preparedness and infrastructure to respond to all types of hazards, including
infectious diseases, natural disasters, and biological, chemical, and radiological threats. Funding has been
awarded to 62 awardees, which include 50 states, eight territories and freely associated Pacific
Jurisdictions, and four metropolitan areas (Chicago, Los Angeles County, New York Cily, and
Washington, D.C.). The resources provided through the PHEP cooperative agreement support the
development of critical public health preparedness capacities, including preparedness planning and
readiness assessment; surveillance and epidemiology; biological, chemical, and radiological laboratory
capacily; communications systems and information technology; health information dissemination and risk
communication; and education and training.

Development of the Guidance for the PHEP Cooperative Agreement

PGO and DSLR Role

CDC’s Procurement and Grants Office (PGO) is the only entity within CDC which can obligate federal
funds. PGO awards grants and cooperative agreements on behalf of the federal government to eligible
organizations annually. PGO provides nonprogrammatic management for all CDC financial assistance
activities (grants and cooperative agreements) and manages and awards all CDC contracts.

PGO and DSLR develop guidance for the PHEP cooperative agreement where funds and activities
required to implement the program are identified. PGO provides assistance in determining the appropriate
award instrument to be utilized prior to the development of the announcement and provides the request
for application/program announcement {RFA/PA) templates necessary to begin the funding opportunity
process. DSLR develops strategies and activities to assist the awardees in the development and
maintenance of their public health emergency preparedness programs. The activities are based on
legislative requirements and on COTPER’s preparedness objectives within five core public health
functions:

¢ Health Monitoring and Surveillance
¢ Epidemiology and Other Assessment Sciences
¢ Public Health Laboratory Science and Service
* Response and Recovery Operations

*  Public Health System Support.'

Division of State and Local Readiness (DSLR) Program Review Page 84 of 131
Ad Hoc BSC Workgroup Report

April 26, 2010



PGO and DSLR also ensure that the final version complies with HHS Grant Policy Statement 107, Public
Health Security and Bioterrorism Preparedness and Response Act of 2002 (P.L. 107-188) [Appendix B],
and Pandemic and All-Hazards Preparedness Act (P.L. 109-417) [Appendix C].

Under the HHS project period system, a project may be approved for a multiyear period but generally
is funded in annual increments known as “budget periods.” This system provides the awardees with
an indication of CDC"s intent to noncompetitively fund the project during the approved project period
as long as required information is submitted, funds are available, and certain criteria are met. The
PHEP cooperative agreement is approved for a five-year project period with approval of funding
annually in each budget period, dependent on Congressional appropriation. Awardees submit
applications to CDC annually.

ECO Role

COTPER’s Enterprise Communication Office (ECO) is responsible for reviewing and clearing documents
with policy or programmatic implications. After DSLR and PGO have agreed on the content of the
guidance, ECO reviews the annual PHEP continuation guidance, coordinates clearance of the guidance
within COTPER and across CDC, and forwards the guidance to CDC’s Division of Issues Management
and Executive Secretariat for review and clearance by the CDC director.

Subject Matter Expert Role

A CDC subject matter expert (SME) is a specialist who has gained expertise in one or more of the core
sciences of public health (e.g., epidemiology, laboratory science and service, or health monitoring and
other assessments), or has expertise in areas that support public health functions (e.g., grants management,
communication, informatics). The need for coordination of various SMEs across CDC is unique to the
PHEP cooperative agreement. The SMEs of the Division of Strategic National Stockpile (DSNS) are the
only ones who are administratively housed within COTPER. All other SMEs are housed within other
CDC centers and offices, and these SMEs are not directly funded to support to the PHEP cooperative
agreement. The various SMEs involved in the implementation of the cooperative agreement are consulted
on the content of the guidance to assure that all important activities are included. Language specific to
COTPER’s preparedness objectives within the core public health functions of Health Monitoring and
Surveillance, Epidemiology and Other Assessment Sciences, Public Health Laboratory Science and
Service, Response and Recovery Operations and Public Health System Support is written by the
appropriate SMEs.

Federal Partner Roles

HHS” Office of the Assistant Secretary for Preparedness and Response (ASPR) serves as the Secretary's
principal advisory staff on matters related to bioterrorism and other public health emergencies. ASPR also
coordinates interagency activities between HHS, other federal departments, agencies, and offices, and state
and local officials responsible for emergency preparedness and the protection of the civilian population
from acts of bioterrorism and other public health emergencies. DSLR works with ASPR staff, including, the
Hospital Preparedness Program staff, to discuss the PHEP guidance and areas of potential coordination with
the public health and hospital preparedness cooperative agreement programs. ASPR-recommended
revisions to the PHEP guidance content are reviewed, with many of the suggested changes made. In the past,
this ASPR review process has ranged from several weeks to as long as six months. This was due to an HHS
requirement that final clearance of the PHEP cooperative agreement occur at the HHS level. In January
2009, HHSs Assistant Secretary for Resources and Technology (ASRT), Office of Grants, delegated
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authority for final clearance to CDC’s chief grants management official in PGO, which greatly simplified
and expedited the process, resultling in final clearance in April 2009.

Prior to that decision in January 2009, DSLR solicited comments from other HHS offices, including:

Assistant Secretary for Administration and Management (ASAM)

Assistant Secretary for Resources and Technology (ASRT)

Assistant Secretary for Health (ASH)

Assistant Secretary for Legislation (ASL)

Assistant Secretary for Planning and Evaluation (ASPE)

Assistant Secretary for Public Affairs( ASPA)

Homeland Security Council (HSC), Executive Office of the President of the United States

Office of the General Counsel (OGC)
Office of Policy and Strategic Planning (OPSP)

Implementation of the PHEP Cooperative Agreement

Technical Review of the applications

The 62 awardees eligible for PHEP funding submit applications once a year to DSLR through the
Preparedness Emergency Response System for Oversight, Reporting, and Management Services
(PERFORMS) electronic management information system. Awardees submit their PHEP funding
applications through this system, and all fiscal and programmatic reports are monitored here. Applications
undergo a technical review by DSLR, PGO, and selected SMEs that results in a Technical Assistance
Review Summary (TARS) and a Budget Exception Review Summary (BERS) which is attached to the
Notice of Award (NoA). Technical reviewers assess the applications to determine:

= the applicant’s current capability to perform the outcomes and critical tasks;

= that the operational plan clearly and adequately addresses the goals, outcomes,
tasks, and measures;

= the extent to which the applicant clearly defines an evaluation plan that leads to
continuous quality improvement of public health emergency response; and

= the extent to which the applicant presents a detailed budget with a line item
justification and any other information to demonstrate that the request for financial
assistance is consistent with the purpose and objectives of the cooperative
agreement.

A recommendation for funding goes to PGO at the end of the review period, generally in late July or early
August.

Notice of Award

The Notice of Award (NoA) is the legal document issued to the awardees that indicates an award has been
made and that funds may be requested from the designated HHS payment system or office. An NoA
showing the amount of federal funds authorized for obligation and any future-year commitments is issued
for each budget period in the approved project period. The NoA is issued by PGO after the technical
review of the applications is completed and recommendations for funding and programmatic activities
have been made by DSLR, PGO, and the SMEs.
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Monitoring

Awardecs arc responsible for managing the day-to-day operations of PHEP cooperative agreement-
supported activities using their established controls and policies, as long as they are consistent with the
CDC program and budget requirements of the cooperative agreement. However. to fulfill its role in regard
to the stewardship of federal funds. CDC monitors the PHEP cooperative agreement to identily polential
problems and areas where technical assistance might be necessary. This active monitoring is
accomplished through review of reports and correspondence from the awardees, audit reports, site visits,
and other information available to CDC. DSLR project officers (POs) are the technical progranunatic
menitors and PGO grant management specialists (GMSs) are the fiscal monitors, reviewing expenditures
for conformance with CDC cost policies.

‘The 62 awurdees eligible [or PHEP lunding are required (o subnul mid-yeuar progress reports and end-of-
year progress reports which are reviewed by the project officers and SMEs. This review includes an
assessment of the response to each requirement, using a standard sct of questions to ensure that essential
elements of the expected response are present. These questions are individually scored as inadequate,
adequate, or superior based on PO/SME judgment. Awardees should achieve improvements in their
assessment scores on guidance-required items between their mid-year and end-ofl-year progress reports.
Those who do not achieve an assessment of adequate on a required item by the end-of -year report receive
additional technical assistance to enable them to document adequate performance or better by the
following mid-year progress report.

Technical Assistance

CDC technical assistance to PHEP awardees is designed to aid the cooperative agreement recipient in
meeting program objectives and goals. Technical assistance to the 62 awardees funded by the PHEP
cooperative agreement is provided by the DSLR Program Services Branch (PSD) project ofticers, by
DSLR Ourcomne Monitoring and Evaluation Branch {OMEB) staft, by Division of Strategic National
Stockpile (DSNS) technical consultants and by selected SMEs in other CDC centers and offices.
Examples of SME interactions can be found in Appendix A.

DSLR

The PSB PO is the CDC official responsible for coordinating the programmatic, scientific, and/or
technical aspects of the PHEP cooperative agreement. The PO’ s responsibilities include assistance in the
development of awardee programs to meet the mission; coordination of programmatic technical
assistance: post-award monitering of project/program performance. including review of progress reports
and making sile visits; and other activilies complementary 1o those of the GMS. The PO and the GMS
work as a team on many of these activities.

Consultation Plans

The DSLE consullation plan [or each awardee 1s developed by the POy and the director of the awardee
PHEP program. It identifies the areas in which the awardee needs improvement, as well as specific
actions that CIC and/or the awardee will take to ensure the improvement can be realized. By prioritizing
these actions, the consultation plan results in a working agreement that shapes interactions between
awardees and CDC resources for the upcoming year. The consultation plan serves as a map to guide
conversalions, sile visils, and technical assistance for the idividual awardee. T provides a vehicle for
frequent updates on the awardess’ progress and the efforts of the PO and appropriate SMEs.
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Site Visits and Site Visit Reports

The DSILR project officer schedules an mitial site visit within 60 days of the NoA 1o verify thal the
approved work plan and budget is realistic and likely to produce the stated objectives; to assist the
awardee in developing its responses to the TARS weaknesses and recommendations: and to begin
building a collaborative partnership between the awardee and the PO. A technical assistance site visit
should occur at least once a veat.

Within the month following the site visit, the PO prepares a site visit report that includes
recommendations and follow-up activities. The site visit report is one of the most important documents
that the PO will create, and it is shared with the awardee, SMEs, DSLR management, and PGO. It
provides a [ramework lor disciplined collaboration with mutual accountability Lor results.

Performance Measurement

In response to Congress’ requirement for accountability of funds in the Pandemic and All-Hazards
Preparedness Act (PAHPA) of 2000, the Cutcome Monitoring and Evaluation Branch {OMEB) was
charged with developing performance measures to evaluate and report PHEP awardees® ability to perform
key preparedness and response capabilities.

Recognizing the vast knowledge and experience gained over the past cight years at the state and local
levels in PHEP, OMEDB initiated an extensive stakeholder engagement process addressing the challenges
set forth by PAHPA. A central component of the process has been to convene the PHEP Evaluation
Workgroup. Comprised ol representatives from local and state health departments (ILHDs/SHIDs),
national partner organizations, federal agencies, and nongovernmental organizations, the PIIEP
Evaluation Workgroup provides guidance and input to OMEB on the identification, development, and
implementation of a standardized performance measurement system for the PHEP program.

As arelulively new program, PHEP still lacks a clear definition as well as a robust evidence base.
Consequently, the first task of the PHEP Evaluation Workgroup was to prioritize prograin activities for
evaluation and identify those program elements that are worth measuring. Using the Department of
Homeland Security’s Target Capabilities List as well as priorities set forth by PAHPA and Homelancd
Security Presidential Directive 21 as a starting point, the PIIEP Evaluation Workgroup used the following
criteria to develop standardized performance measures that are:

= critical to public health’s role at state and local levels,

* largely under public health’s control,

= measurable at state and local levels,

* usctul for accountability at the local, state, and tederal levels, and
" responsive to policy and legislative mandates.

The PHEP Evaluation Workgroup then identified the following five PHEP capabilities as priorities for the
development of measures:

*  incident management
= crisis and emergency risk communication (CERC) with the public,
= biosurvelllunce (including, but not limnted 1o, laboratory, epidemiology. und surveillance),

* countermeasure delivery (including distribution and dispensing). and
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*  community mitigation strategies {including, but not limited to, isolation and quarantine).

Incident management and CERC witrh the public were identiticd as the first capabilitics for which
performance measures would be developed. Topic-specific subgroups comprised of local and state public
health departiment content and/or measurement experts were convened in April 2008 to develop
perlormance measures lor these (wo capabilities. The subgroups used process mapping (o identity
elements of each capability that meet the following criteria at the state and local levels:

= critical to achievemenl. of that capability,

= measurable,

» feasible to collect and report,

»  relevant in multiple contexts, and

= able 1o be collected through real incidents, not just exercises.

Topic-specific measurement subgroups will be convened throughout 2006 and into 2010 for the
remaining priority capabilities.

The above process has resulted in the introduction of four incident management and one CERC with the
public capability-based performance measures required for reporting in CDC’s PHEP cooperative
agreement for Budget Period ¢ (BP9) fromAugust 10, 2008, through August 9, 2009. These new
measures are currently heing applied only to CDCs directly funded grantees (50 states, four directly
funded cities, and eight territories} with the intent of collecting data on the measures by local health
departments in [ulure years.

Summary

‘The development and implementarion of the PHEP cooperative agreement has been a complex process.
The objectives and activities of the cooperative agreeiment have undergone many changes based on
legislative authority, changing national priorities, varying interests of federal partners, and perceived
public health threats. As aresult, the cooperative agreement aciivities have shifted during the [yve-year
project period. This has made it difficult to assess the improvement of state and local public health
cmergency preparcdness programs and to evaluate the progress made in individual jurisdictions. [t is
CDC’s intention to develop the guidance for the new project period (2010-2015) in a strategic fashion that
identifies the priorities and capabilities most relevant to public health preparedness.

With the current economic challenges facing state and local health departiments and potential decreases in
public health preparedness funding in the next tive years, CDC and state and local health departments
must find new ways, including enhanced collaborations, to conduct program activities, CDC may also
have to make difficult decisions about what the highest priority activities are and what nwst be postponed.
Public health departments at state and local levels may have to make similar choices.”

6
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Appendix A

Examples of CDC SME Interaction with the PHEP Cooperative Agreement

CENTER

Examples of PHEP Cooperative Agreement
Interaction

Division of Strategic National Stockpile (DSNS)

Conduct State and Local Technical Assistance Reviews (TAR) that
are an independent assessment of a community’s plans to receive,
distribute, and dispense Stockpile assests during a catastrophic
health event.

The Strategic National Stockpile Extranet is a password-protected
website that serves as a listserve-based forum for thousands of state
and local level response planners as well as a trusted source of
information and helpful tcols.

Mass Antibiotic Dispensing Satellite Broadcasts series are used to
highlight key elements of preparedness. Archived video broadcasts
can be viewed on the internet and are also available on CD ROM
and VHS upon request.

Computer modeling and simulation software is designed to aid in
planning and to complement live exercises and drills. Computer
modeling assists state and local service providers in simulating a real
event. With these tools. planners can help assess the capabilities of
distribution and dispensing plans.

Workshops and conferences are hosted in a collaborative partnership
with the National Association of County and City Health Officials
and the Association of State and Territorial Health Officials. These
workshops provide a forum to share strategics, best practices, and
lessons leamed.

SNS guidance documents help clarify to public health planners what
the necessary requirements are to receive stage and store Stockpile
assets.

The SNS Exercise Program not only validates DSNS’ ability to
ctfectively deliver critical medical assets to the site of a national
emergency in a series of response scenarios but also provides
support to state and local Stockpile exercises designed to test and
validale their emergency operations plans.

Laboratory

CDC’s Environmental Health Laboratory assists
public health laboraiories in siates, lermitories,
cities, and counties with expanding their chemical
laboratory capacity to prepare and respond to
chemical terrorism incidents or other emergencies
involving chemicals.

Bimonthly conference calls with staff of LRN-Chemical
laboratories

Biannual lee-to-lace meetings with staff of the 10 Tevel 1 surge
laboratories

Participation in the annual LKN mectings

Education meetings and education courses for PHEP awardees
Availability of an active web board for all analysis metheds and
general topics
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Review of chemical lab plans in the PHEP funding applications,
encouraging adequate funds be allotted for staff, supplies,
equipruent, and instrumentation.

Participation in site visits when requested by DSLR/PSB project
officers to address specific issues/concerns with chemical
preparedness aclivities.

Participation in “joint” exercises with the Environmental Protection
Agency (EPA) in regions where the public health laboratories (PHL)
want to participate

Support laboratory exercises by providing samples, sometimes
incorporating CDC Rapid Toxic Screen and Surge Capacity
LExercises with public health laboratories

Epidemiology/Surveillance

CDC's National Center for Preparedness,
Detection, and Control of Infectious
Diseases/Division of Bioterrorism Preparedness
and Response (DBPR) has technical advisors who
provide assistance to the PITEP awardees through
their coordination with DLSR and through their
status as technical advisors for the Laboratory
Response Network (LRN)

Conterence calls (when requested) with the awardees and DSLR
project officers o address any issues of concern relayed to
biological lab issues.

Provide recommendations on biological equipment/supplies to the
project officers during the review of the PHEP funding applications,
and during the year if funds need to be redirected.

Provide training classes to awardees al of[-site locations (regional
and CDC) and, when deemed necessary. provide on-site training in
LRN techniques.

Participate in site visits with DSLR project officers (when
requested) . During site visits, monitor and provide guidance on
issues such as biological laboratory equipment, biosatety/biosecurity
training, LRN protocols and reagents, and proficiency testing as
provided by the LRN.

Serve as point of contact for interactions between the awardee labs
and the LRN on biological laboratory technical issues (e.g.

provide equipinent list of whal is supporied by the LRN and
allowable to purchase with PHEP funds).

Public Health Information Network (PHIN)
CDC"s National Center tor Public Health
Informatics (NCPHIYDivision of Alliance
Management and Consultation (DAMC)
coordinates the Public Health Information
Network (PITIN) and provides technical assistance
to state and local partners fo implement
interoperable public health information systems
allowing for the exchange of data across
organizational and jurigdictional boundaries.

Participate in technical review of PIIEP funding applications and
progress reports tor PHIN activities.

Participate in DSLR PO site visits to address awardee questions and
concerns around PHIN-related activities.

Provide advice to awardees on PHIN implementation plans, system
upgrades and modifications.

Serve as an information broker to awardees, assisting parmers with
exchanging implementation strategies to meet PHIN requirements.
[dentitying gaps and helping awardees develop mitigation strategies.
Provide awardees’ perspective o CDC development teams.
Construct opportunities for awardees to collaborate on programmatic
and rechnical areas.

Promote information sharing between CDC and awardees.

Career Epidemiology Field Officer (CEFO)
Program

Placement of skilled epidemiologists (tederal
assignees) at the request of the jurisdiction, to
selected state and local health departments

Examples of CEFO work include:

Participating in preparedness efforts for pandemic influenza,
including the development of isolation and quarantine guidclines
and protocols, planning and execution of local, regional, and
statewide exercises;

Providing epidemiology and scientific expertise (o state
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preparedness and emergency response planning and policy;
Providing leadership, training, planning, and technical support for
building local epidemiclogic capacity;

Developing and wriling agency and state response plins;

Unlike other CDC SMEs. CEFOs are COTPER employees who live

in the assigned state or local jurisdiction for a mamimum of two
years.

Public Health Advisor (PHA) Expertise
Awardees may request a CDC public health
advisor be assigned to their jurisdictions to
provide assistance in the management of the
FHEP cooperative agreement

Dependent on the jurisdictional needs, duties may include program
planning and development, project management, budgetary
consultation, or program evaluation. PITAs promote and enhance
capacity-building through consultation, demonstration, and technical
expertise. PHAs are COTPER employees who live in the assigned
state or local jurisdiction for as long as the jurisdiction and CDC
agree lhere 18 a need. Awardees must allocate funds for PHAs
through the PIIIP cooperative agreement.
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Appendix B
Public Health Security and Bioterrorism Preparedness and Response Act of
2002

(P.L. 107-188)

Selected Text related to Public Health Emergency Preparedness
in State and Local Health Departments

The Act addresses national, state, and local preparedness and response planning and security issues. Tt reauthorizes
or amends several important grant programs established under the Public Health Threats and Emergencies Act and
the Public Health Service Act, and also provides significant new grant opportunities for states and local governments.
The Act also addresses other related public health security issues. Some of these provisions include:

*  New controls on biological agents and toxins,

*  Additional safety and security measures affecting the nation’s food and drug supply,

*  Additional safety and security measures affecting the nation’s drinking water, and

*  Measures affecting the Strategic National Stockpile and development of priority countermeasures to
bioterrorisim.

On June 12, 2002, the President signed the “Public Health Security and Bioterrorism Preparedness Response Act of
2002 (P.L. 107-188)" into law. It is designed to improve the ability of the United States to prevent, prepare for and
respond to bioterrorism and other public health emergencies. Tt requires people possessing, using or transferring
agents or toxins deemed a threat to public health to notify the Secretary of the U.S. Department of Health and
Human Services (HHS). It also requires people possessing, using, or transferring agents or toxins decmed a threat to
animal or plant health and to animal or plant products to notify the Secretary of the U.S. Department of Agriculture
(USDA). [For USDA, the section of the new Act that pertains to agents and toxins that pose a severe threat to
animal and plant health and to animal and plant products is called the “Agricultural Bioterrorism Protection Act of

20027.]

Title I: National Preparedness for Bioterrorism and Other Public Health Emergencies
Directs the Secretary of HES (the Secretary) to further develop and implement a coordinated preparedness plan.
This includes establishing new positions, creating working groups, and providing for education and training. The
provisions also establish grants for States to improve emergency preparedness infrastructure and programs.

Subtitle: A: National Preparedness and Response Planning, Coordinating, and Reporting

The Secretary shall collaborate with the States toward the goal of ensuring that the activities of the Secretary
regarding bioterrorism and other public health emergencies are coordinated with activities of the States and local
governments. The National Preparedness Plan shall include:

*  [Evaluation of progress - providing for specific benchmarks and outcome measures for evaluating the
progress of the Secretary and the States and local governments.

¢ Provide effective assistance to State and local governments in the event of bioterrorism or other public
health emergencies. Ensuring that State and local governments have appropriate capacity to detect and
respond effectively to such emergencies, including capacities for:

o Effective public health surveillance and reporting mechanisms at the State and local levels.

o Appropriate laboratory readiness.

o Properly trained and equipped emergency response, public health, and medical personnel.

o Health and safety protection of workers responding to such an emergency.

o Public health agencies that are prepared to coordinate health services (including mental health services)
during and after such emergencies.

10
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< Participation in commurications networks that can effectively disseminate relevant information in a
timely and secure manner to appropriate public and private entities and to the public.

¢ Developing and maintaining medical counlermeasures {(such as drugs, vaceines and olher biological
products, medical devices, and other supplies) against hiological agents and toxins that may be involved in
such emergencies.

¢  Ensuring coordination and nunimizing duplication of Federal, State and local planning, preparedness, and
response activities, including during the investigation of a suspicious disease outbreak or other potential
public health emergency.

*  FEnhancing the readiness of hospitals and other health care facilities to respond effectively to such
emergencies.

¢ Coordinate the operaticns of the National Disaster Medical System and any other emer gency response
activities within the HHS that are related to bioterrorism and other public health emergencies.

s The Secretary shall submit Reports to Congress concering progress with the Plan, from several advisory
comnittees (e.g. Emergency Public Information and Communications, National Advisory Committee on
Children and Terrorism) that provide expert recommendations to assist workgroups in carrying out their
responsibilities.

*  Inleragency coordinalion between HHS and other lederal agencies, stute and local entilies with
responsibilily or emergency preparedness.

Subtitle B: Strategic National Stockpile; Development of Priority Countermeasures

The Secretary in coordination with the Secretary of Veterans Affairs, shall maintain a stockpile or stockpiles of
drugs, vaccines and other biological products, medical devices, and other supplies in such numbers, types, and
amounts as are delernined by the Secrelary Lo be appropriale and practicable, taking inlo uccount other availdble
sourees, to provide for the emergency health security of the United States, including the emergency health security
of children and other vulnerable populations, in the event of a bioterrcrist attack or other public health emergencies.

Subtitle C: Improving State, Local and Hospital Preparedness for and Response to Bioterrorism

and Other Public Health Emergencies:
The Secretary shall make awards of grants or cooperative agreements to eligible entities to enable such entities to:

s Develop statewide and community-wide plans for responding to bicterrorism and other public health
emergencies that are coordmated with the capacities of applicable naticrial, state and local health agencies
and health care providers {including poisorn control centers);

*  Purchase and/or upgrade equipment, supplies, pharmaceuticals or other priority cownrermeasures to
enhance preparedness for response to bioterrorism:

s Conduct exercises to test the capability and timeliness of public health emergency response activities;

¢  Develop and implement the trauma care and burn center care components of the State plans for the
provision of emergency medical services;

*  Improve training or workforce development to enhance public health lahoratories:

s Train public health and health care personnel to erthance the ability to detect, provide accurate
identification of symptoms and epidemiological characteristics of exposure to a biological agent that may
cause a public health emergency; and to provide treatment to individuals who are exposed to such an agent.

Title IT: Enhancing Controls on Dangerous Biological Agents and Toxins:
The Secretary shall by regulation establish and maintain a list of each biological agent and each toxin that has the
potential to pose a severe threat to public health and safety. The Secretary shall consider:

*  The effect on human health of exposure to the agent or toxin;

*  Degree of contagiousness of the agent or toxin and the methods by which the agent or toxin is transferred to
humans;

*  The availability and effectiveness of pharmacotherapies and immunizations to treat and prevent any illness
resulting from infection by the agent or toxin: and
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*  Any other criteria, including the needs of children and other vulnerable populations that the Secretary considers
appropriate.

The Secretary shall consult with appropriate Federal departments and agencies and scientific experts.

Title III: Protecting Safety and Security of Food and Drug Supply

The President’s Council on Food Safety shall, in consultation with the Secretaries of Transportation and Treasury,
other relevant Federal agencies, the food industry, consumer and producer groups, scientific organizations and states,
develop a crisis communications and education strategy with respect to bioterrorist threats to the food supply. Such
strategy shall address threat assessments; technologies and procedures for securing food processing and
manufacturing facilities and modes of transportation; response and notification procedures; and risk communications
to the public.

Title IV: Drinking Water Security and Safetly

Each community water system serving a population of greater than 3,300 persons shall conduct an assessment of the
vulnerability of its system to a terrorist attack or other intentional acts intended to substantially disrupt the ability of
the system to provide a safe and reliable supply of drinking water. The vulnerability assessment shall include, but
not be limited to, a review of pipes and constructed conveyances, physical barriers, water collection, pretreatment,
treatment, storage and distribution facilities, electronie, computer or other automated systems which are utilized by
the public water system, the use, storage, or handling of various chemicals, and the operations and maintenance of
such system. Each community water system shall prepare or revise an Emergency Response Plan that incorporates
the results of vulnerability assessments that have been completed.

The Emergency Response Plan shall include, but not be limited to, plans, procedures, and identification of
equipment that can be implemented or utilized in the event of a terrorist or other intentional attack on the public
water system. It shall include actions, procedures, and identification of equipment which can obviate or
significantly lessen the impact of terrorist attacks or other intentional actions on the public health and the safety and
supply of drinking water provided to communities and individuals. Community water systems shall, to the extent
possible, coordinate with existing local emergency planning committees established under the Emergency Planning
and Community Right-to-Know Act (42 11.S.C. 11001 et seq.) when preparing or revising an emergency response
plan.

The Administrator, in consultation with the Centers for Disease Control and Prevention and with appropriate Federal
agencies, State and local governments, shall review {or enter into contacts or cooperative agreements) current and
future methods to prevent, detect and respond to the intentional introduction of chemical, biological or radiological
contaminants into community water systems and source water for community water systems, including each of the
following:

*  Methods, means and equipment, including real-time monitoring systems, designed to monitor and detect
various levels of chemical, biological, and radiological contaminants.

¢ Methods and means to provide sufficient notice to operators of public water systems, and individuals
served by such systems, of the introduction of chemical biological or radiological contaminants and the
possible effect of such introduction on public health and the safety and supply of drinking water.

& Develop educational and awareness programs for community water systems.

¢ Procedures and equipment necessary to prevent the flow of contaminated drinking water to individuals
served by public water systems.

*  Methods, means, and equipment which could negate or mitigate deleterious effects on public health and the
safety and supply caused by the introduction of contaminants into water intended to be used for drinking
water technologies in removing, inactivating, or neutralizing biological, chemical, and radiological
contaminants.

*  Biomedical research into the short-term and long-term impact on public health of various chemical,
biclogical and radiological contaminants that may be introduced into public water systems through terrorist
or other intentional acts.
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Appendix C
Pandemic and All-Hazards Preparedness Act
(P.L. 109-417)

Selected Text related to Public Health Emergency Preparedness
in State and Local Health Departments

On December 19, 2006, President George W. Bush signed the Pandemic and All-Hazards Preparedness Act
(PAHPA), which 1s mtended to improve the organization, direction, and utility of preparedness efforts. PAHPA
centralizes federal responsibilities, requires state-based accountability, proposes new national surveillance methods,
addresses surge capacity, and facilitates the development of vaccines and other scarce resources. The Act established
with the Department of Health and Human Services (HHS) a new Assistant Secretary for Preparedness and
Response (ASPR); provided new authorities for a number of programs, including the advanced development and
acquisition of medical countermeasures; and called for the establishment of a quadrennial National Health Security
Strategy.

Title I: National Preparedness and Response, Leadership, Organization and Planning

The Secretary of HHS (the Secretary) shall lead all Federal public health and medical response to public health
emergencies and meidents covered by the National Response Plan. The Secretary in collaboration with the
Secretaries of Veterans Affairs, Transportation, Defense, Department of Homeland Security (DHS) and the head of
any other relevant Federal agency, shall establish an interagency agreement, consistent with the National Response
Plan or any successor plan; under which agreement the Secretary of HHS shall assume operational control of
emergency public health and medical response assets as necessary, in the vent of a public health emergency. Except
that members of the armed forces, they shall remain under the command and control of the Secretary of Defense.

Public Health and Medical Preparedness and Response Functions of the Secretary of Health and
Human Services -- Assistant Secretary for Preparedness and Response

Established within HHS is the position of the Assistant Secretary for Preparedness and Response (ASPR). The
ASPR shall carry out the following functions:

& Serve as the principal advisor to the Secretary on all matters related to Federal public health and medical
preparedness and response for public health emergencies.

*  Register, credential, organize, train, equip and have the authority to deploy Federal public health and
medical personnel under the authority of the Secretary, including the National Disaster Medical System
(NDMS) and coordinate such personnel with the Medical Reserve Corps and the Emergency System for
Advance Registration of Volunteer Health Professionals (ESAR VHP).

*  Oversee advanced research, development and procurement of qualified countermeasures, pandemic or
epidemic products.

* (Cpordinate with relevant Federal officials to ensure integration of Federal preparedness and response
activities for public health emergencies.

*  Coordinate with State, local and tribal public health officials, the Emergency Management Assistance
Compact, health care systems and emergency medical service systems to ensure effective integration of
Federal public health and medical assets during a public health emergency.

* Promote improved emergency medical services medical direction, system integration, research and
uniformity of data collection, treatment protocols and policies with regard to public health emergencies.

*  In coordination with the Secretaries of Veterans Affairs, Homeland Security, General Services
Administration and other public and private entities, provide logistical support for medical and public
health aspects of Federal responses to public health emergencies.

*  Provide leadership in international programs, initiatives and policies that deal with public health and
medical emergency preparedness and response.
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¢ In coordination with the Director of the Centers for Disease Control and Prevention (CDC), shall have
authority over and responsibility for: the NOMS, Hospital Preparedness Cooperative Agreement Program,
Medical Reserve Corps (MRC), ESAR VHP, Strategic National Stockpile (SNS) and Cities Readiness
Initiative (CRI).
*  Oversee the implementation of the National Preparedness goal of taking into account the public health and
medical needs of at-risk individuals in the event of a public health emergency.
o Ensure the contents of the Strategic National Stockpile take into account at-risk populations;
o Oversee the progress of the Advisory Committee on At-Risk Individuals and Public Health
Emergencies;
o Oversee curriculum development for the public health and medical response training program on
medical management of casualties, as it concerns at-risk individuals;
o Disseminate novel and best practices of outreach to and care of at-risk individuals before, during
and following public health emergencies; and
o Submit a Report to Congress describing the progress made on implementing the duties described
in this section.

National Health Security Strategy: The Secretary shall submit to Congress a coordinated strategy (to be
known as the National Health Security Strategy) for public health emergency preparedness and response. The
National Health Security Strategy shall identify the process for achieving the preparedness goals and shall be
consistent with the National Preparedness Goal, the National Incident Management System and the National
Response Plan. The National Health Security Strategy shall include an evaluation of the progress made by Federal,
State, local and tribal entities based on the evidence-based benchmarks and objective standards that measure levels
of preparedness. It shall include a national strategy for establishing an effective and prepared public health
workforce (e.g. defining the functions, capabilities, gaps, strategies to recruit, retain and protect workforce from
workplace exposures).

Preparedness Goals of the National Health Security Strategy are:

o Integration of public health and public and private medical capabilities with other first responder
systems;

o Developing and sustaining Federal, State, local and tribal essential public health security
capabilities (e.g. disease situational awareness, disease containment {isolation and quarantine}, risk
communication and rapid distribution of medical countermeasures);

o Inereasing the preparedness, response capabilities, and surge capacity of hospitals, health care
facilities (including mental health facilities) and trauma care health emergencies;

o Taking into account the public health and medical needs of at-risk individuals in the event of a
public health emergency;

©  Ensuring coordination between Federal, State, local and tribal planning, preparedness and
response activities; and

o Ensuring continuity of operations. Maintaining vital public health and medical services to allow
for optimal Federal, State, local and tribal operations in the event of a public health emergency.

Title II: Public Health Security Preparedness

Improving State and Local Public Health Security: The Secretary shall award cooperative agreements (i.e.,
grants) to eligible entities to improve public health security. All eligible entities must submit to the Secretary an
application containing ‘such information as the Secretary may require’ {e.g. All-Hazards Public Health Emergency
Preparedness and Response Plan, annual reporting on evidence-based benchmarks and object standards, and annual
exercise or drills to test the preparedness and response capabilities). In making awards, the Secretary shall consult
with the Secretary of DHS to ensure maximum coordination of the public health and medical preparedness and
response activities with the Metropolitan Medical Response System, minimize duplicative funding of programs and
activities, develop recommendations and guidance on best practices and disseminate information via a single
Internet site regarding best practices and lessons learned from drills, exercises, disasters, and other emergencies.
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Entities that do not meet benchmark requirements will have the opportunity to correct non-compliance. Beginning
FY 2009, the Secretary shall withhold funds from entities that have failed to meet benchmarks or have failed to
submit a Pandemic Influenza Plan.

Using Information Technology to Improve Situational Awareness in Public Health Emergencies:
The Secretary in collaboration with State, local, tribal public health officials, clinical laboratories, pharmacies,
poison control centers and animal health organizations, shall establish a real-time electronic nationwide public
health situational awareness capability through an interoperable network of systems to share data and information to
enhance early detection of rapid response to, and management of, potentially catastrophic infections disease
outbreaks and other public health emergencies that originate domestically or aboard.

The Secretary in consultation with the Federal Communications Commission (FCC) and other relevant Federal
agencies shall:

¢ Conduct an inventory of telehealth initiatives in existence, including the specific location of network
components -- medical, technological, and communications capabilities, functionality, capacity and ability
of such components to handle increased volume during the response to a public health emergency.

e Tdentify methods to expand and interconnect the regional health information networks funded by the
Secretary, State and regional broadband networks funded through the rural health care support mechanism
pilot program funded by the FCC and other telehealth networks.

¢ [Evaluate ways to prepare for, monitor, respond rapidly to, or manage the events of, a public health
emergency through the enhanced use of telehealth technologies, including mechanisms for payment or
reimbursement for use of such technologies and personnel during public health emergencies.

*  [dentify methods for reducing legal barriers that deter health care professionals from providing
telemedicine services. Utilizing State emergency health care professional credentialing verification
systems, encouraging States to establish and implement mechanisms to improve interstate medical
licensure cooperation, facilitating the exchange of information among States regarding investigations and
adverse actions and encouraging State to waive the application of licensing requirements during a public
health emergency.

*  Ewvalvate ways to integrate the practice of telemedicine interagency telemedicine and health information
technology initiatives.

* Promote greater coordination among existing Federal interagency telemedicine and health information
technology initiatives.

Public Health Workforce Enhancements: Authorizes the Secretary 1o provide grants to States for tuition loan
repayment to individuals who agree to serve for at least 2-years in State, local or tribal health departments. The loan
repayment program will support degree programs appropriate for serving in State, local and tribal health
departments.

Vaccine Tracking and Distribution: Authorizes the Secretary to cooperate with manufacturers, wholesalers,
and distributors during a pandemic on tracking initial distribution of federally purchased influenza vaccine. In
addition, the law requires that the Secretary promote communication among State, local and tribal public health
officials and manufactures, wholesalers and distributors regarding the effective distribution of seasonal influenza
vaceine to high priority populations during vaccine shortages and supply disruptions.

National Science Advisory Board for Biosecurity (NSABB): When requested by the Secretary, the
NSABB shall provide to relevant Federal agencies -- advice, guidance or recommendations concerning:

e A core curriculum and training requirements for workers in maximum containment biological laboratories;
and

¢ Periodic evaluations of maximum containment biological laboratory capacity nationwide and assessments
of the future need for increased laboratory capacity.
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Revitalization of Commissioned Corps: The Secretary shall organize members of the Corps into units for
rapid deployment to respond to urgent or emergency public health care needs that cannot otherwise be met at the
Federal, State and local levels.

Title III: All-Hazards Medical Surge Capacity

National Disaster Medical System (NDMS): Transfer of NOMS functions, personnel, assets and liabilities
from the DHS to the HHS.

Enhancing Medical Surge Capacity: The Secretary shall evaluate the benefits and feasibility of improving the
capacity of HHS to provide additional medical surge capacity to local communities in the event of a public health
emergency. 1o improve surge capacity through:
*  Acquisition and operation of mobile medical assets by the Secretary to be deployed, on a contingency basis,
to a community in the event of a public health emergency;
*  Integrating the practice of telemedicine within the NDMS; and
*  Other strategies to improve such capacity as determined appropriate by the Secretary.

Encouraging Health Professional Volunteers: Strengthens federal support and structure for the Medical
Reserve Corps (MRC) program, beginning with the appointment of a Director by the Secretary. The Director will
be responsible for overseeing activities of state, local and tribal corps chapters. This legislation aims to establish,
through the ESAR VHP an interoperable network of connected state systems to verify the credentials and licenses of
healthcare professionals who volunteer during public health emergencies. The system will be accessible to all state
and local health departments.

Core Education and Training: The Secretary in collaboration with the Secretary of Defense and relevant public
and private entities, shall develop core health and medical response curricula and trainings related to: medical
management of casvalties; public health and mental health aspects of public health emergencies; national meident
management, including coordination among Federal, State, local, tribal, international agencies and other entities;
and protecting health care workers and first responders from workplace exposures during a public health emergency.

The Secretary shall establish 20 Epidemic Intelligence Service (EIS) Officer positions in the EIS Program. This
program is managed by CDC, a 2-year postgraduate program of service and on-the-job training for health
professionals interested in epidemiology. Individuals work for at least 2 years at a state, local or tribal health
department that serves an area in which there is a shortage of health professionals, a medically underserved
population, or a high-risk of public health emergency.

Partnerships for State and regional hospital preparedness to improve surge capacity: The Secretary
shall award competitive grants or cooperative agreements to eligible hospital and healtheare facilities to improve
surge capacity and enhance community and hospital preparedness for public health emergencies.

Title IV: Pandemic and Biodefense Vaccine and Drug Development

The Secretary shall develop a strategic plan (within 6 months of enactment), to integrate biodefense and emerging
infectious disease requirements with the advanced research and development, strategic initiatives for innovation, and
the procurement of qualified countermeasures and pandemic or epidemic products.

Biomedical Advanced Research and Development Authority: The Secretary shall coordinate the
acceleration of countermeasure and product advanced research and development by establishing the Biomedical
Advanced Research and Development Authority (BARDA). Operating within HHS, BARDA will facilitate the
development of new medicines and vaccines (1.e., medical countermeasures) to counter biological, chemical,
radiological, nuclear, and other security threats. A Director will be appointed by the Secretary.

Establishment of the Biodefense Medical Countermeasure Development Fund which allows BARDA to fund the
development of products across the so-called *Valley of Death” between NIH-funded basic research and end-stage

16

Division of State and Local Readiness (DSLR) Program Review Page 99 of 131
Ad Hoc BSC Workgroup Report
April 26, 2010



procuremsnt by the BioShield progrom. The lew authocizes 107 billion for FY 20068-2008 for (e fund, Thas Fund
is separate from the preexisiing BioShield purchase fund, Tt may alse be used io support innevation in biomedical
rescarch tools and other strategic initiatives intended to Improve overall medical courtermeasure development.

Mational Biodefense Science Board: The Secretary shall establish the National Biodefense Science Board 1o
provids expert advice and guidanee to the Secretary on seientife, fechmeal and cther matters of specal miterest 1o
HHS regarding current and future chemical, biclogical, nuclear and radiological agents, whether naturally cecasring,
accidental or deliberate.

The Board will consist of 1.5, government officials, 4 representatives of the biopharma and medical device mdusiry,
4 academic repeesentatives and 3 other including at Jeast one practicing healtheare professional and ane
representative of healthcare consumers.

Technical Assistance: The Secretary shall establish within FDA a team of experts en manuifaciurng and
regulatory processes 1o provide technical assistance o the devebopers of medical countermessures.

Collaboration, coordination and procurement: The Secratary shall:

*  Estabhsh hmited anti-trest exemptions 1o allow biopharma companies 1o better collaborate with each
ather and with government in the development of medical countermeasures. This provision will sunset
after six years;

*  Make reforms fo the BioSheild procurement peogram;

*  Allow HHS to emter into an exclusive contract with a vendor; and

*  {Give HHS the authority to confract for domestic “warm hase surge capacity” for a developer fo
establish a warm hase manufactiring capacity for a countermeasure that may be brought an-line
quickly (e.g. during a crisis).
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Appendix G
Flow chart of the 2005-2010 PHEP approval process
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CA Guidance Development Process

START

DRAFT - Friday, April 24, 2009

(Time = 45 Weeks)

PEO0 Determines Type
of Document

¥

PE0 Provides Template to DSLR

FEEJEEEE EE'W: == w

Draft Guidance

{24 Weaks|
i

¥

PGO
Fiscal Requiremeants

| DSLA — Datarmine CDC gaats strbcture and|
desired awdrter capabilfios and putcomes
& performance Measurss
i —
' ¥ . v
COC SMEs indentify desired Fackaral Pasiners identify sppropriate fasks

oo tram dithesr federal Funding Opportunity
critical tasks for awardeas Anncuroements (DHE, HHEASPRHPR)

|
L DELR negotinlss wigh SMES and
# parinars for GO goal alignepest fg—
(11 Weskss |

i

ToTCO oo T — :
Claars o PGO for ASET I:Il:iranru_g
Washs) |
(2 Weeks) 4
e T

To PERFORMS for programming
(6 Wanks)

| To ECO for Fogeral |

Register Motice
(6 Winnks]

Division of State and Local Readiness (DSLR) Program Review

Ad Hoc BSC Workgroup Report
April 26, 2010

Pubiished
through Slate and
Lol haibs

Page 102 of 131



Appendix H
State and Local Preparedness Funding, April 2009

State and Local Preparedness Funding

April 2009

COORDINATING OFFICE FOR TERRORISM PREPAREDNESS AND
EMERGENCY RESPONSE (COTPER)
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Public Health Emergency Preparedness Background

The Centers for Disease Control and Prevention®s (CDC) Public Health Emergency Preparedness
iPHEP) cooperative agreement is a eritical source of funding for state and local health
departments. The cooperative agreement began in 1% to help state and local health
departments (also referred to as awardees o jurisdictions) to improve bioterrorism preparedness
and response capabilities. After the terrorist attacks of September 11, 2001, and the anthrax
attacks an October 2001, Congress appropiiated supplemental funding to CDC to distribite to 62
state, local, and territorial public health depariments to implement a comprehensive termorism
preparedness and emergency response program. [n fiscal year 2005, a new program
announcement for the boterronsm program was issoed and the activity was renamed the Public
Health Emergency Preparedness program. As of [iscal vear 2008, CDC has provided more (han
%6.3 Ballion in funding to state, Tocal, and terrtorial public health apences.

CDC admemisters the PHEP cooperative agreement and provides techmoeal assistance (o each
Junisdiction o develop cotical public health preparedness capacities, including preparedness
planning and readiness assessmenlt, surveillance and epidemiclogy, biological and chemical
laborgtory capabilily and capacily, communications systems and information lechnology, heslth
information dissemuination and sk communication, &2 well as education and traimmg. The
technical assistance includes sharing CIM s public health expertise, identifying promising
practices, providing guidance for exercises, and developing performance goals.

The PHEP cooperative agreement supports angoing enhancement of state and local public health
programs through a continuous cyele of planning, training. exercising, and improverment plans.
With funding support from the PHEP cooperative agreement, public health departments have
developed response plans, implemented a formalized incident command structure, and conducted
exercises. In addition, public health departments can betier detect and investigate diseases
becanse of nprovements in the public health workforce and in data collection and reporting
svalems, Also, public health laborsories now have increased capabality o test for biologiceal and
chemical threats and (o quickly commumicate information o clinical laboratories

Funding History and Overview

The PHEP cooperative apreement has been the predominant federal source of state and local
public health preparedness and emergency response funding for the past nine vears. Managed by
CIC's Coordinating Office for Terrorism Preparedness and Emergency Response (COTPER)
through the Division of State and Local Readiness (DSLRY, the program’s mission has evolved
into an all-hazards approach, which helps ensure that public health departments have the capacity
and capahility to effectively respond to the pubdic health consequences of not only terrogist
(hreats, but also inlections disease outbreaks, natural disasters, and Bologeal, chemmcal, nuclear,
and radiclogical emergencies, These emergency preparedness and response elTorts are designed
ter stppeort the National Response Framework (NEFamld the National Incident Management
Syvslem (NIMS) and are tareeted specifically for the development of emergency-ready public
health departments.

Public Health Preparedness and Response for Bioterrorism Prosram

CTH": Public Health Preparedness and Response for Biclerrorism Program, the precursor 1o the
PHEP cooperative agreement, focused on preparedness and response capabilities related Lo
hicterrerism with limited resources available. In fiscal vear 1999, approximately 340 million was
awarded through a competitive grant process. The bioterrorism program initially targeted critical
capacities in several focus areas. They included planning and readiness assessment; surveillance
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and epidemiolopy capacity: biological and chenueal laboratory capacity: and the Health Alent
Metwork, which enables the rapnd exchange of cntical public health information.

In November 2000, the restoration of a neglected public health infrastructure was authorized
under the Public Health Threars and Emergencies Act (P.L. 16-503 ) to:

¥ Train public health persennel;

¥ Develop electronic disease detection network;

¥ Develop plan for responding to public health emergencies; and
¥ Enhance laboratory capacily and facilities.

Pl il Secur I diofe il el Ipe sy Kesponse Ac 002

Aller the terrorizl attacks of September 11, 2001, followed by the anthrax attacks in Octlober
2011, public health preparedness funds increased dramatically. Recognizing the potential
weaknesses m the nation’s public health syvstem highlizhted by the terromst attacks, Congress
passed the Public Aealth Security and Biotervorizsm Preparedness and fesponse Act of 2002
(EBL, 107 188), which reauthonzed several important grant programs established under the
Public Health Threats and Emergencies Act and the Public Health Service Act. The new
legislation wis designed to improve the ability of the United States o prevenl, prepare for, and
respond Lo, bioterrorism as well as other public health emergencies.

Following passage of this legislation, Congress appropriated nearly $1 billion in fiscal years
2007 - 20602 to support preparedness and emergency response activities nationwide (see Table 1)
This supplemental funding was distributed to 62 state, local, and territorial public health
departments to implament comprehensive termonism preparedness and cimergency response
programs. With the substantial infusion of funds from Congress, the program’s focus expanded
over the next two years to include additional focus areas. The new focus areas were
communication and information technoloey: communicating health risks and dissenmnating
health information: and education and traiming. In fiscal vear 2003, Congress anthonized
supplemental funding (o support o renewed smallpox initdative,

Public Health Emersency Preparedness Program

In fiscal year 20035, a new program announcement for the bioterrorizm program was issued, and
the activity was renamed the Public Health Emergency Preparedness program. At that time, the
focus changed (o required critical tasks based on the syochromzation of the Depariment of
Homeland Security Target Capabilities List' with the CDC Preparedness Goals to create a
preparedness lramework that identifies the key needs of the public health community.

Fiscal years 2002 to 2008 saw significant reductions in overall PHEP funds todaling
approximately 5300 million. Declining appropriations in fiscal vear 2004, along with a
Congressional redirect of 53549 million in PHEP funding to establish the Cities Readiness
Tnitiative (CRIT} and to support other programs, began a trend of the federal government
prescribang how state and local health departments were to spend their funds, limiting their
flexibility to address their own specific preparedness priceities. This trend of competing
priorities continued with the passage of the Pandemic and Afl-Hazards Preparedness Act
(PAHPA ) of 2006 and the Homeland Securty Presidential Thrective-21 (HSPD-213 of 2007,

" The Targel Capabilities Lisl (TCL), created by the Department of Homeland Security, outlines stuncards that hold
health departments accountable for demonstrating levels of prepareduess. The TCL descnbes the capabilities related
to the four homelard security mission arcas: Prevent, Protect, Respond, and Recover. Tt defines and provides the
hasis for asaessing preparedness. It also establishes national guidance for preparing the nation for major all-hazards
events, such az those defined by the Mational Planning Scenarios
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both of which led to more unfunded requirements and Turther limatations on how individual state
and local health departments could spend ther preparedness dollars.

For the next three vears (2005-2007) PHEP grantees received supplemental funding for
pandemic influenza planning totaling £524 millien. These supplemental funds were
discontinued in fiscal vear 2008, however, the pandemic influenza requirements remain in place
and PHEP grantees are expected to continue establizshed activities in this avea through
partnerships, PHEP base funding, and other nonfederal funding sources.

These reductions in PHEP funds have a huge negative impact on the nation’s public health
infrastructure in terms of maintaining a trained workforce, developing response plans and
exercising those plans, sustaining crtical infrastruciure, and Homiting state and local health
departments” ability o meet the Target Capabilities List in suppont of the National Preparedness
Guidelines, The pmdelines provide a naticoal framework for a capabilities-based preparedness
svalem and direct individeal federal, state, local, ribal, and termtorial governments and azencies
[ estabhish in advance of a public health incident a preparedness cyvele that imcludes planning.
organizing and stalfing, equipping, roning, exercising, and evaluating and improving,
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Table 1: Owversll PHEP Funding (1999-2008)

Public Health Emergency Preparedness
Cooperative Agreement Funding (in millions)

. Srolpoa Supplemerg

Source: CINCw Coordinating (ffice for Terrorism Preparedness and Emergency Response,
Legislative and Executive Mandates and Carve-ouls

The PAHPA provisions included several unfunded mandates. e addition, carve-ouats have
reduced PHEF awardees* ability to address critical priority areas in individual jurisdictions.
Carve-outs became sigmilicant in Gzcal vear 2004 when PHEP [unds were redirected [rom base
funding to cover programs such as the CRI and chemical Iaboratory capacity, This began a trend
of redirecting base fumds (o specific uses and Limiting the Qexibility of state and Tocal health
departments 1o use [unding for other priorities as well as all-hazards emergency planning and
preparedness activilies,

Pandemic Influenza Supplemental Funds
Pandemic influenza funds were swarded as parl of Congressional supplemental funding.

= R600 million was appropriated through the Pandemic [nfluenza Supplement for
state and local preparedness and was awarded in three phases: Phase [ - $100
mllion, Phase 11 - 3250 million and Phase 101 - $250 nullion (Congress
appropriated S350 million in December 2003 and $250 miallion in June 2006).

= 5100 million (Phase ) was awarded in March 2006 for the awardees o conduct
statewide pandemic influenza preparedness summits, assess preparedness paps,
and develop approaches Tor filling the identified paps.
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Preparedness summils

Pandemic influenza preparedness summits were conducted to facilitate
communitywide planning

Self-assessment tool for preparedness gap analysis

Awardees used this CDC-provided assessment tool to conduct a
preparedness gap analysis and to develop approaches for filling these gaps
Budget allocations for addressing preparedness gaps

Awardees submitted budgets based on their funding (o address the gaps in
their pandemic influenza preparedness; the expense categories include;

N

< %

5% - Contractunl Expenses (Uhis category reflects state distribution of
Tumads to localfcounty health depariments for pandenic influenza
planmng, aning, and exercsing)

3% - Educatonal/Traming Materals, Summit Meetings,

Persomnel, Travel, Fringe, Indirect and Other Expenses
8% - Supply Expenses (i.e., masks, lab supplies and test kits)
0% - Equipment Expenses {i.e., computers, software and instruments)

= B225 mullion was awarded in Seplember 2006 (Phase [T} o conduct exercises at
the state and local levels (mass vaccination using seasonal flu clinics, community-
hased school closures, and medical surge). develop antiviral distribution plans,
and review/update state pandemic influenza operations plans.

v Pandemic influenza mass vaceination and school-closure exercise results
were submitted to CDC in Mareh 2007 (Medical surge exercise results
were subinitted to the Department of Health and Human Services [HHS )

¥ State and Tocal antiviral diwg distribution plans were submitted to C1C for
review in Apail 20007

v Abstracts of State Pandeone Influensn Operations Plans were submutied (o
CIHC an Apeil 2007, Reviews ocourred al CDC, HHS, and the respective
Federal apencies.

* 51 mullion i Phase II funding was awarded (o the Natonal Governors
Assocation o conduct 10 regonal workshops (o address operational plans Lor a
pandemic influenza response.

= The $24 million remaining (Tom the Phase IT funds was awarded o select
awardees in September 2008 through a competitive application process in which
awardees proposed to implement promising practices or novel approaches to
seven pandemic influenza preparedness challenges.

= The third phase of funding (Congressienal appeopriation of $250 million ) was
refeased in August 2007, This funding was designated to assist awardees’ in their
efforts 1o fill gaps wentified in Phases T and 1T by using the Department of
Homeland Security”s Exercise and Evaluation Program (HSEEP) cvele of
planning, training, and exercises, A portion of the funding (575 million) was
allocated for upgrading state and local pandemic influenza preparedness
capacities throwgh the Hospital Preparedness Program administered by HHS'
Oiffice of the Assistant Secretary Tor Preparedness and Responae (ASPR),

6
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Appendix |
DSLR Program Announcement Change Management Board Proposal

DISCUSSION DRAFT 82472000

Public Health Emergency Preparedness (PIHEP) Program Anneuncement
Change Management Board (CMB) Proposal

Background

The Public Health Emergency Preparedness (PHEP) program was imtally estabhshed in 1999 as
a competitive grant program to provide funds to enhance the ability of state, local, territorial, and
tribal puhlic health departments to develop their capacity to respond effectively to terrorizm-
related public health emergencies, In 2002, shortly after the events of September 11, 2001, and
subseguent anthrax attacks. Congress authorized funding for the Public Health Emergency
Preparedness (PHEP) cooperative agreement to support preparedness nationwide in state, local,
tribal, and territorial public health departments. In 2002, the PHEP program changed from a
competitive grant te a poncompetitive cooperative agresment, with giidance provided to
awardees in seven critical “focus areas™; planning and assessments; surveillance and
epideminlogy capacity; hiolopic laboratory capacity; chemical laboratory capacity; health
alerting, communications, and information techaolopy, risk communication and information
dissemination: and education and training. In 2003, there was a reorganization of the cooperative
agresment Lo reflect an “all-hazards approach”, emphasizing the achievement of various
emergency preparedness, detection, response, and recovery capabilities via a “aitical sk
format similar to the Department of Homeland Security’s Targeted Capabilities List.  Sinee
then, for each subsequent vear of the cooperative agreement, CDC provided continuation
suidance under which awardecs continue unfimshed activities from the prior vear or initiale new
activities within the scope of the original cooperative agreement.

Rationale for a Change Mansgement Board (CVEB)

Each vear of the 2005-2010 PHED cooperative agreement there were additional activities added
o the imitial list of critical tasks by either CIN centers azzociated with one of the CLC
preparcdness goals or during the concurrence process with the Department of Health and Human
Services/Assistant Secretary for Preparedness and Response office (HHS/ASPR). Some of these
activities also included input related to pricrities identified by the White House Homeland
Security Council. The level of these additions has varied in complexity and the time (o managee
them has ranged from an estimated |1 weeks to 45 weeks each vear. Program activities included
few defined goals or objective performance measures, were subjectively assessed, did not
address the entive hist of awardees activitics, and awardecs were often confused as to what thear
priorities should be because the list of PHEP subject matter expert (SME) program activities
wits not defined as requirements and often varied in specificity depending on the SME
coniributor,

As aresult, the PHEP program has suffered from a lack of clarity in program priorities by
stakeholders, shufting program strategy; and a lack of defined performance measures for
preparcdness. An example of these changes is illustrated as fellows: in late 2007, HHS/ASPR,
through the CC Coordinating Center for Infections Diseasze, National Center for Infections and
Respiratory Dizeases (NCTRTY), requested DSLE add & requarement for awardees (o collect and
repont vaccine doses adnumistered to NCIRLEY s Countermeasure Besponse Adnumistration
program (CRA) from a minimum of eight seasonal influenza clinics over any four consecutive
weeks between October 1 and December 31, 2008, The CEA was designed o support CTH"s
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cross-junsdictional reporting needs by providing flexible methods for accepting dats Trom olher
svstems or by extracting summarized date. This additional activity was added 1o the 2008 PHLEP
budgel periad as a reporting requirement, but there was neither a discussion between DSLE,
NCTRIY, and other federal stakeholders as to how (s reporting requarement abgned with
existing PHEP priorines or activities or il this project replaced existing PHEP activities,
Although the NCIRD stalf who supported the CRA project provided periodic conlerence call
training sessions with PHEP awardees who elected o utilize electronic CRA oplions, there was
not widespread coordination between NCIRD stalf and PHEP progect officers regarding
technical assistance neaded for achieving this deliverable.

An additional challenge to the management of PHEP activities is the level of funding for SMEs
tor assist in the cooperative agreement’s implementation. 13501 has determined that SME
programs that are not funded to assist DSLR in helping awardees achieve the SME-derived
PHEP activities experience time and resource challenges in managing SME activities with
DSLE. Currently, only the Public Health Information Network and the COUTPER Division of
Strategic National Stockpile (DENS) receive COYIPER fonding to provide technical assistance to
PHEP awardees: those programs who provided PHEP activities bt are not funded to assist in
implementation are oflen lomted to only providing comuments (o awardees” activity prosness
repots twice vearly,

DSLE does nol currently have a process o manage requesls lor addiional tasks, awardees
activities, poonily imbatives, SME requestz, or SME involvement in the FHEP onee the inatial
program announcement suidance has been cleared and released, Since PHEFP stakeholder
interests vary in complexity and content, COTPER and DSLR senior leadership recognize the
need Lo eslablish a more lransparent, objeclive process 10 manage change requests made once the
program announcement guidance is officially approved and implemented. The 2010-2015 PHEP
Program Anpouncement will invelve a methodology for identifving priovity capabilities for
emergency preparedness at the state and local levels and a PHEP conceprual model; to efficiently
manage changes, DSLR proposes the creation of a PHEP program announcement change
management board (CMEB ) to ensure that changes to cither PHEP capabilities or companents of
the concepiual model are introduced in a controlled and coordinated manner. This CMDB would
reduce the possibility that ad hec changes will be introduced to the PHEP, adding additional
burdens fo the system, or that changes may vmlaterally undo carlier changes agreed upon by
stakehiolders,

The purpose of this document is to propose a change management process that will povern how
changes will be managed by DELE in subsequent funding yvears after the 2000-2015 Program
Announcement has been approved and relensed, This document only includes a hish-Tevel
change management process: the accompanying sub-processes, activities, roles. and metrics will
be provided in detail once the initial concept has been vetted and approved.

This CMD process is informed by the COTPER Information Resource Change Management
Process Guide, Version 1.2
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Purpose of Change Management Board (CMB)

The purpose of the DSLR CMB is to establish a process for managing and implementing change
requests to CDC™s 2000-2005 PHEP program announcerpent in all subsequent years of the
continuation guidance. The PHEP priorities will be managed by soliciting any proposed changes
from stakeholders, evaluating impact to all components of the PHEP, executing changes in a
controlled manner, verifying changes when complete, evaluating impact afier changes are made,
and updating affected PHEP documents in a timely manner. Appendiz B provides definitions for
the terms related (o change management wsed in this document.

Gioals of the DSLE PHEP CME

The goals of the DSLE PHEP CMB will be to;

s Provide a formalized structure for submitting, assessing, reviewing, and approving
changes Lo the 2000-2015 PHEP Program Announcement.
*  Assess the risk and impact of the proposed change to PHEP awardees and DSLE
operations.
Establish a method to ensure all changes are documented, tracked, and archived
Ensure that key stakeholders understand the rationale for the changes and their impact
Reduce the burden on DSLE stafl in managing the change by creating a transparent
change managemenl process,
. Enwre that changes (o the PHEP program are made 1ma way that
Ensures continued compliance with applicable mandates and policies.
Minimizes disruption to current PHEP pricvities, capabilities. and deliverables,
o Improves DSLRs ability 1o help PHEP awardees achieve the desired capabilities
o Improves DELR's coordination of CDC resources (1SLK and non-DSLE)
involved in the implementation of the PHEF cooperative agreement.

Proposed Benefils of the CME for DSLRs Management of the PHEP Cooperative
Agreement

The CMB will improve DSLR's overall PHEP governance by

*  Formalizing the relationships between all internal and external groups mvolved in the PHEP,

#  Ensuring a consistent review of proposed changes within a priorty capability or within the
concepliual maodel,

*  Ensuring that required approvals and direction for the PHEP capabilities are obtmined
throughout the development and implementation of the PHEF program to mammize last-
minute changes and funding delavs to awadees,

e [improving the business case for changes 1o the PHEP and improving the coordination of in-
scope and out-of-scope potential contributions.

*  Providing a mechamsm to assess the costs and potental impacts of the proposed additions w0
the 2010-2015 PHEP priorities and capabilities.

¢ Providing a defined method of communication to and batween each stakeholder,
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Providing o current, published progect plan that spans all project stages from PHEP mnilation
through implementation, revisions, amd @valuation,

& Providing DSLR with a process for the management and resolution of 1ssues that arise during
the implementation of the PHEP program,

Critical Sueeess Faclors

The following Tactors are critical Tor the successful implementation of an integrated DSTLERE
change management process for the PHEP program:

COTPER leadership and CDC Leadership support to ensure CDC and other stakeholders
accept the process and o mimmize impact o the PHEP cooperative agreement
implementalion.

Commatment by COTPER, CDC, (00 and National Centers ), and HHS/ASPR 0
conform Lo one inteprated change manapemen! process,

Ongoing communication with DSLE PHEP framework teams on process changes and
process improvements needed.

DSLER leadership participation and support in CMD steering committee meetings.
Proper documentation of all changes submitted.

Groiding Principles

Guiding principles set the tone and povern the execution of the overall DSLRE change
management process. The following principles must guide the DSLR change management
process:

All changes, except for routine modifications, will require a formal change request to the
DSLE CMB.

*  Nochanges to PHEP priorities, capabilities, activities, or measures can be performed
wilhout an approved change raguest.

& All proposed changes wall be suppoded by docomentation that meets the requirements for
proposed PHEP cooperative apreement changes (Appendiz A),

& Animpact azsessment on state and local capacity to implement the proposed chamge mist
be conducted for all changes poor (0 approval,

*  Changes will be categonzed to facilitate adequate review depending on the nature of the
change request,

& All changes will be reviewed by the DSLE CMB.

o A standard documented procedure will be an place (o handle routine modilication,

¢ Changes will be evaluated for impact based on the rple constraints in project
management including wme, cost, quality, and scope

Proposed CMB Membership
* DSLR Director (CMB Chair)
4
Division of State and Local Readiness (DSLR) Program Review Page 112 of 131

Ad Hoc BSC Workgroup Report

April 26, 2010



DISCTISSION DEAFT 8/24/2000

DSLE Division Deputy (CMB Admdmisteator)

Program Services Branch (PSB) Chief

Outeome Monitoring and Fvaluation Branch {OMER) Chief

CIN Centers/Offices that align to the priceitized capabilities for the 2010-2015 PHEP
(CMEB Steering Committee Members )

HHS ASPR (OMB Steering Committee Member)

o I Procurement and Grants Office (PGO) or COTPER Division of Business Services
{DBS) Representative {CMB Steering Committee Member)

5 B B =

Proposed Roles and Res sibsilities

Role Office Responsibility

Change Requestor Anvone in o Completes change request form and
COTPER, submits o Change Administrator,
HHS/ASFR, CDC s  Participates in the CMB Steering
SME Committee mecting.
Centers/Offices

Change Adminisiraior DSLE Division s Reviews the change reguest form [or
Deputy conpleleness

Assions a change request number

o Reviews and evaluates the change
request agunst progrum
requirements and standards,

& Submits the changs reguest form o
CMB chair.

& Comvenes the CMB Steering
Commutice

& Oblains approval/denial signatire
from CMEB and/or Steerng
Comnutlee member.

= If the requestor is a CDC center
notifies them about the disposinon of
(he reguest,

&  Forwards the completed change
request form o all stakeholders
affected by the change.

Complete the closecul statement of
the change request Form.

CMB Chair IXSLE Director & (werall strategic leader
Eeviews the change request and
approves routing changes.

L
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Requests the Change Administrator
o convene the CMB Steerinz
Committee for significant change
requests.,

Meets with COTPER Director to
drafts response to requests from
CDC or HHS/ASPR leadership that
outlines any concerns the CMB may
have with the propozed change.

CMDB Steerng Commultes e [Hzcusses change reques! against
CentersfOMTices that program requirements and 2000-
align 1o the proposed 2015 PHEP conceptual model
priorities/capabilities Approve or deny the request.

for the 200102015
FHEP, HHS/ASPR,
DSLER OD, CDC
SMEs. PGO or DBES
Representative, PSH
Branch Chief,
OMEB Branch
Chief

SR Staft, SMEs, ®  [ndividuals or teams who have to
Awardees implement the approved changes,

Implementer

Standard Operating Procedures for the Change Manazement Board

The following cutlines the standard operating procedures for the CWVEB:

*  DSLE proposes there be a formal memorandum of understanding (MOU) between
COTPERMSLE and its stakeholder members that outhines their membershag roles on the
CMB a5 members of the CMB Steering Commilies.

» PHEP CMB stakeholder members must agree (o the FHEPF CMB process for managing
any proposed additions to the PHEP (during a project vear or for a particular confinuation
wear, regardless if the proposed change was coming from an internal CDOC requeston, an
external CDOC requestor, eg, HHS, DHS, or the C5C OO0

*  The CMBE will meet on a quarterty basiz, or as determined by the CMB Chair and CMB
Steening Comnmitiee,

#  The CMEB meeting wall be scheduled by the DELE Change Adounisirator amd nobfication
of the date, tme, and location will be distributed (o all steering commuitee members,

*  The Change Administrator will take, maintain, and distobuie meeting nanotes for cach

CMB meeting.

The CMB meetings will operate as follows:

-
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o Attendance

Progress report on implementation of PHEP changes 1o date

o Status reports on SME involvement with implementation of proposed new
priorities (see Appendix E Criteria)

o New proposed PHEP change requests

o Presentation and vote

Q

High-Level Process Overview

The following provides a high level view of the complete PHEP change management Process
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The process flow consists of three parts;

*  RKey inputs represent the processes that may rigger an event that initiates the change
MIANASEIMENT PIOCESS
Sub-processes represent the main components of the change manage ment process
Key outputs represent the processes and products that may be impacted by the resulis or
completion of the change management process
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INPUTS: Sources of the Change Request

Inputs Description

CZ SMEs Feedback is solicited from COTPER and CDC
SMEs that align to the proposed
priorities/capabilities for the 2010-2015 PHEP
PERFORMS Help [Desk ‘The Preparedness Emergency Responze
Swatem for Oversight Reporting and
Management Services (PERFORMS )15 a web-
based grants management svsiem that helps
automate the entire PHEF life cyele. Awandees
call the help desk for assistance with technacal
aapects of working with the svstem, [ssues may
be generated during these help desk calls that
miay have implications for programmatic
changes. The PERFORMS help desk therefore
serves as a valuable source for potential
changes to the puidance

DSLE Project Officer Project officers, during the course of their
interactions with awardees, may have
suggestions for changes to the system
HHS/ASPR The Department of Health and Human Services
and the Assistant Secretary for Preparedness
Response may recommend changes o the
PHEP as thas agency has oversight over C1C
activities,

CIC Procurement and Grants Office (PGOY) This office has the authority o clear the
muidance and to direct how the srants
management processes are implemented.

DSLE OD Changes may be recommended by staff in the
DELE Office of the Director.
CDC Leadership Requests for changes may come from CDC

leadership cutside of DSLE OD,

OUTPUTS: Processes that can be impacted by Changes

Oulpuis Descriplions
Guidance Change request can result in modifications 1o the guidance documents
Documents
TasTechnical Change request can result in modifications 1o the technical assistance (T4)
8
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Agsistance thal 15 delivered Lo grantees

PHEP Conceptual | Change request can result in modifications to one or more components of

Muodel the PHEP conceptual model

PHEP Buziness Change request can result in modifications to the awardee management

Process process

Funding Change request can result in modifications to the funding distribution

Allocation

IT Svstems Change requests can result in medifications to the grants management
svstem, PERFORMS, (hal automates the entire life cyvcle of the FHEP.

Sub-Processes

This section cutlines, at a high level, the activities, inter-relationships, and responzibilities
involved in each of the four sub-processes within the change management process. The four sul-
processes are:

1. Emergency Significant Change Process
2. Emergency Non-Significant Change Process
3. Non Emergency Significant Changs Process

4. Non-Emergency Non-Significant Change Process

DSLE wall alzo be identilving routine modilications that do ool requice a formalized change
resquest, Bowtine modifications are nol part of the change calegorization process, becanse
they do not require a change request,

: 1+ (Cal TP o]

During this sub-process, the CMB Chair classifies the category of the change. Listed below are
five change calepories for this process:
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Change Category Description
Emergency Significant A change request 1s an emergency and meets the criteria of an
Change Process emerging threat, namely that there is supporting credible

evidence that the threat exiztzs, evidence that the threat iz within
the control of state and local public health, and evidence that
this proposed change requires immediate implementation. A
significant change results in modifying the PHEP concepual
midel or any agreed-upon reporting reguirements.

Emergency Non-Sigaificant A change request 15 an cimergency and mects the entera of an
Change Process emerging threat, namely that there is supporting credible
evidence that the threatl exists, evidence that the threat is within
the control of state and local public health, and evidence that
this proposed change requires immediate implementation. A
non-significant change does not change the PHEP conceptual
model or any agreed-upon reporting requirements,

Non-Emerpency- Significant | A change request is not an emergency if it does not meet the
Change Process criteria of an emerging threat and there is no supporting
credible evidence that the threat is within the control of state
and lecal public health and that the proposed change requires
immedizte implementation. A significant change resulls in
moditying the PHEP conceptual model or any agreed-upon
reporting requirements.

Nom-Emergency- MNon- A change request s not an emergency iF it does not mest the
Signilicant Chanpe Process criteria of an emerging threat and there 18 no supporting
credible evidence that the threat 15 withan the control of state
and loeal public health and that the proposed change requires
immediate implementation.

N Change Needed The request is determined Lo not require any changes Lo the
PHEP program.
5]
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Sub-Process 1.0 Categorize Change Process

1.0 Gategorize Change Process

== T

s
|
]
.
]

Sub-Process 2-5

1. Emergency Significant Change Process

b3

Emergency Non-Significant Change Process
3. Non Emergency Significant Change Process

4. Non-Emergency Non-Significant Change Process

Y~

I e 5 -
i T I

ﬂ Ch
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Sub-Process 2: Emergency, Significant

The change requester completes the change request (CR) Torm 8 1)
The Change Requester submits the CR form to the Change Administrator (# 2)
The Change Administrator reviews and evaluates the CR Torm (8 3), convening any
applicable DSLE branches (o preliminarily assess the impact of the proposed change.
If there are errors:

o The Change Requester reviews and comrects the ermors (# 4)

The Change Requester resubmits the CR form (8 23

If there are no ervors, the Change Administrator submits the CR to the Change
Management Hoard {CMB ) Chair (# 3)
The CMB Chair reviews the CR {(# &)
The CMB Chair calls an emersency meeting with the CMB Steering Commities (£ §)
The CMB Steering Commuittes deternunes the change impact (# )
The CMEB Steering Committee communicates with the affected stakeholders about the
change (# 10)
The affected stakeholders provide their inpat 8 11
The CMB Steering Computtes reconvenes o discuss the change impact (# 12)
Il the CMB Steering Commulles approves Lthe change:

o The Change Admnistrator informs the concerned parties F 13)

o The Change Implementer implements the change (# 14)
If the CMB Steering Committee denies the change:

o If the requester 1s from HHS/CDC leadershap, the CMB Chair meets with the
COTPER Director 1o advise as 1o the CMB Steering Commitiee’s
recommendation; based upon the results of that meeting. drafts and sends a
respomse to the requester on behalf of COTPER (# 15)

= If the requester is not from HHS/CTHC leadership, the Change Administrator
drafts and sends aresponse to the reguester (#16)

The Change Administrator updates the change log and closes the CR(#17)

Sub-Process 3: Emergency, Non-Significant

The Chanpe Requester completes the change request (CR) form (# 1)
The Change Requester submuts the CR to the Change Admumstrator (% 2)
The Change Adminmstrator reviews and evaluates the CR (# 3), convening any applicable
DSLER branches to preliminarily assess the impact of the proposed change.
If there are errors:
o The Change Requester reviews and corrects the errors (# 4)
& The Change Requester resubmits the CR (# 2)

® [ there are no errors, the Change Administrator submits the CR to the Change
Management Board (CMB} Chair (# 5)
»  The CMEB Chair reviews the CI (# 6)
®=  The CMB Chair call an emergency meeting with the CMB Steering Committee (# 8)
12
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»  The CMB Steering Commities deternines the change impact (# 9)

= [fthe CMB Sieering Commiitee approves the change:
o The Change Admamstrator informs the concerned parties o 13)
o The Change Implementer implements the change (# 14)

s [l the CMB Steering Commattee denies the change:

o If the reguester is from HHS/CDC leadership, the CMB Chair meets with the
COTPER Director to advise as 1o the CMB Steering Commitiee”s
recommendation; based upon the results of that meeting. drafls and sends a
respanse to the requester en behalf of COTPER (7 153

o If the requester is not from HHSACDH leadership, the Change Administrator
drafts and sends a response to the requester (#10)

*  The Change Adminizstrator updates the change log and closes the CR (#17)

i N

The Change Requester completes the change request (CR) form (# 1)
®  The Change Requester submits the CR (o the Change Adiministeator (8 2)
The Change Administrator reviews and evaluates the CR (# 3), convening any applicable
DELE branches o prelinmmanily assess the impact of the proposed change,
= If there are emrors:
The Change Requester reviews and corrects the emors (# 4)
o The Change Requester resubmits the CE (# 2)
s I there are no errors, the Change Adminstrator submits the CR (o the Change
Management Board (CMB) Chair (# 3)
The CMB Char reviews the CE (# &)
The CMB Steering Commillee reviews the change during their guarlerly meeting (# 7)
The CMB Steering Committee determines the change impact (# 4)
The CMB Steering Committee communicates with the affected stakeholders about the
change (# 10)
The affected stakeholders peovide their input (8 11
*  The CMB Steering Committee reconvenes to discuss the change impact (# 12)
*  [f the CMB Steering Committee approves the change:
The Change Admimstrator informs the concerned parties (£ 173)
The Change Implementer implements the change (# 14)
» [ the CMB Committee denies the changpe:

o I the requester i3 from HHS/CDC leadershap, the CMB Chair meets with the
COTPER Diarector to advise as 1o the CMB Steening Comimitiees
recommendaiion; based upon the results of that meeting, drafts and sends 2
response 1o the requester on behalf of COTPER (# 15)

o If the requester is not from HHSACTHT leadership, the Change Administrator
drafiz and sends a response to the requester (#16)

*=  The Change Administrator updates the change log and closes the CR {(#17)
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Sub-Process 5: Non-Emergency, Non-Significant

*  The Change Reguester completes the change request (CR) form (# 1)
»  The Change Requester submits the CR o the Change Admimstrator (8 2)
®  The Change Administrator reviews and evaluates the CR (# 3}, convening any applicable
DSLE branches o prelininarily assess the impact of the proposed change.
= I there are errors:
& The Change Requester reviews and corrects the errors (# 4)
o The Change Requester resubmits the CR (# 2)
= [fthere are no errors, the Change Administrator submits the CR to the Change
Management Board (CMB} Chair (# 3)
The CMB Chair reviews the CR (# &)
The CMB Steering Committes reviews the change during their quarterly meeting (# 7)
The CMB Steering Comnittee determines the change impact (# %)
If the CMB Steeving Committee approves the change:
The Change Administrater informs the concerned parties (8 13)
o The Change Implementer implements the change (8 14)
o [ the CMB Steering Commattes denies the change:

o I the requester 35 from HHS/CDO leadershap, the CMB Chair meets wath the
COTPER Darector o advize as Lo the Commuailes” s recommendation: based uwpon
the results of that meeting, drafls and sends a response (o the requester on behall
ol COTPER (# 15)

If the requester is not from HHSACTHC leadership. the Change Administrator
drafls and sends a response (o the requester (#16)
*  The Change Adminisirator updates the change log and closes the CR (#17)

14
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Appendix A

Requirements for Proposed PHEP Cooperative Agreement Changes

*  Emerging threats need o be supported by credible evidence and evidence that the
threat 1= within the control of state and local public health

* [I'roposed changes need to include a description of the potential impact of the
proposed changes to state and local public health

¢ Proposed changes must address state and local awardees capacity to perform the
proposed activity or capability as well as potential data burdens Tor the awardees

*  Proposed chanpes must address potential impact (o the 200 0-2015 PHEP framework,

* [roposed changes noust address and provide a solution for staffing support to
implement the proposed new priority {e.g. if a center or program wants to add a topic
te the PHEP, they would have to provide staffing support to DSLR)
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Appendix B

Terminology

Term Definition

Change A change consists of any varation Trom the
PHEP conceptual framework, established
business processes driving the work of
awardees and project officers. and
requiremnents for the PHEP cooperative
dgreement.

Change Request (CR) This is & formal reguest for changes to be
made. A change request includes detals of the
proposed change and may be recorded on
paper o electronically

Change Management Board (CMB) A change management board (CMB)is a
formally constitmted group of stakeholders
responsitile for reviewing, evaluating,
approving, of rejecting the implementation of
changes within a project.

Routine Modifications Low-risk, frequently occurring changes with
Tow programmatic impact on DXSLR o the
awardees. Onee a type of change is approved
a3 a routine modification, it can be
implemented withowt formal approval but still
| needs docunentation,

Triple Constraints Triple constraints involve tradeotfs between
scope, lime, cost, and quality for a project.
While changes are inevitable, when there iz a
change to one of the triple constraints, such as
cost, itis vital to make appropriate adjustment
1o other areas like scope and achedule.
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Appendix J
List of Briefing Materials Provided in Advance to the Workgroup

Table of contents of the briefing book provided to the workgroup

Tab 1: External Reviewer Roles and Responsibilities
Tab 2: Scope of Review
Tab 3: Review Objectives and Process
Tab 4: Individual Reviewer Comment Form for Review Questions
Tab 5: Meeting Agenda
Tab 6: Meeting Presentations (available at meeting)
Tab 7: Pre-Meeting Webinar — August 31, 2009
A. Agenda
B. Presentations (to be provided via e-mail week of August 24, 2009)
Tab 8: Biographies
A. External Reviewer Biographies
B. DSLR Staff Biographies
C. Invited Speaker Biographies (available at meeting)
Tab 9: Acronyms List
Tab 10: Background Materials for Reviewers
** All materials considered required background reading except those noted as
optional below.
A. A Methodology for Prioritizing Public Health Preparedness Capabilities
B. DSLR Development and Implementation of the 2005-2010 PHEP Cooperative
Agreement
C. PHEP cooperative agreement requirements and authorizations
« Appendices B and C of the DSLR Development and Implementation of
the 2005-2010 PHEP Cooperative Agreement
D. Flow chart of the 2005-2010 PHEP approval process and role of significant
stakeholder inputs to that process
E. “State and Local Preparedness: Reality of Preparedness”
« Draft white paper from COTPER’s Enterprise Communication Office
describing PHEP funding history and funding issues
F. DSLR Program Announcement Change Management Board Proposal
G. Miscellaneous (optional)
a. DSLR Fact Sheet
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PHEP Fact Sheet

2005-2010 PHEP cooperative agreement (initial Program
Announcement AA154 and subsequent annual budget period
continuation guidance 2006 — 2010) — files provided via CD-ROM

Department of Homeland Security Target Capability List User Guide
Funding Opportunity Primer Summary Sheet
Organizational Charts (COTPER, DSLR)
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Appendix K
Acronyms and Definitions

AAR After Action Report

APHL Association of Public Health Laboratories

ASPR (Office of the) Assistant Secretary for Preparedness and
Response (HHS)

ASTHO Association of State and Territorial Health Officials

ATSDR Agency for Toxic Substances and Disease Registry (CDC)

BARDA Biomedical Advanced Research and Development Authority
(HHS)

BP (BP9) Budget Period. This is used to refer to a required budget period
(i.e. BP9) for PHEP reporting. Previously referred to as the
Interim Progress Report

BSC Board of Scientific Counselors

CA Cooperative Agreement. This an award of financial assistance
that is used to enter into the same kind of relationship as a grant
but is distinguished from a grant in that it provides for
substantial involvement between the federal agency and the
recipient in carrying out the activity contemplated by the award

CBRNE Chemical, Biological, Radiological, Nuclear, and Explosive
agents

CCEHIP Coordinating Center for Environmental Health and Injury
Prevention (CDC)

CCID Coordinating Center for Infectious Diseases (CDC)

CDC Centers for Disease Control and Prevention

CEFO Career Epidemiology Field Officer (CDC)

CERC Crisis and Emergency Risk Communications

CoCHIS (CCHIS) Coordinating Center for Health Information and Service (CDC)

CoCHP (CCHP)

Coordinating Center for Health Promotion (CDC)

COGH

Coordinating Office for Global Health (CDC)

COOP Continuity of Operations Plan or Continuation of Operation
Plan

COTPER Coordinating Office for Terrorism Preparedness and
Emergency Response. COTPER has primary oversight and
responsibility for all programs that comprise CDC's terrorism
preparedness and emergency response portfolio. COTPER has
5 divisions.

CPHP Centers for Public Health Preparedness

CRI (CRI-MSA) Cities Readiness Initiative or Cities Readiness Initiative
Metropolitan Statistical Area

CSTE Council of State and Territorial Epidemiologists

DBS Division of Business Services. DBS is the COTPER Division

that supports resource management, planning, organizing, and
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day to day operations of other COTPER Divisions.

DEO

Division of Emergency Operations. DEO is the COTPER
Division responsible for overall coordination of CDC's
preparedness, assessment, response, recovery, and evaluation
prior to and during public health emergencies. The DEO has
overall responsibility for the CDC Emergency Operations
Center (CDC-EOC) which maintains situational awareness
24/7/365, and when activated, the EOC is the centralized
location for event management.

DFO

Designated Federal Official

DHHS/HHS

U.S. Department of Health and Human Services

DHS

U.S. Department of Homeland Security

DOD/DoD

U.S. Department of Defense

DSAT

Division of Select Agents and Toxins. DSAT is the COTPER
Division that regulates the possession, use, and transfer of
biological agents and toxins (select agents) that could pose a
severe threat to public health and safety. This regulatory
activity is carried out by DSAT's Select Agent Program. The
Program ensures compliance with safety and security standards
for possession, use, and transfer of select agents by providing
guidance for implementing standards and evaluating and
inspecting entities.

DSLR

Division of State and Local Readiness. DSLR provides support
technical guidance, and fiscal oversight to state, local, tribal,
and territorial public health department grantees for the
development, monitoring and evaluation of public health plans,
infrastructure and systems to prepare for and respond to
terrorism, outbreaks of disease, natural disasters and other
public health emergencies.

DSNS

Division of the Strategic National Stockpile. DSNS is the
COTPER Division that maintains a deployable national
repository of medical materiel for use during “public health
emergencies.” The DSNS also provides technical assistance to
ensure federal, state, and local capacity is developed to receive,
stage, store and distribute SNS assets.

EIS

Epidemic Intelligence Service (CDC)

Epi-X

Epidemic Information Exchange

ESAR-VHP

Emergency System for Advance Registration of VVolunteer
Health Professionals

EWIDS

Early Warning Infectious Disease Surveillance

FACA

Federal Advisory Committee Act

FOA

Funding Opportunity Announcement

FSR

Financial Status Reports

FTE

“Full Time Equivalent” employee. Refers to the Federal
Civilian workforce as opposed to individuals employed by
contracting agencies.
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GAO Government Accounting Office

HHS/DHHS U.S. Department of Health and Human Services

HSEEP Homeland Security Exercise and Evaluation Program

HSPD-21 Homeland Security Presidential Directive-21

IAP Incident Action Plan

ICS Incident Command System

IPR Interim Progress Report. Currently referred to as a BP (budget
period) update

LRN Laboratory Response Network (CDC)

MOF Maintenance of Funding

MSF Maintaining State Funding. MSF represents an applicant’s
historical level of contributions related to federal programmatic
activities which have been made prior to the receipt of federal
funds expenditures (money spent)

NCCDPHP National Center for Chronic Disease Prevention & Health
Promotion (CDC)

NCEH National Center for Environmental Health (CDC)

NCHM National Center for Health Marketing (CDC)

NCHS National Center for Health Statistics (CDC)

NCHSTP National Center for HIV, STD, and TB Prevention (CDC)

NCID National Center for Infectious Diseases (CDC)

NCIPC National Center for Injury Prevention and Control (CDC)

NCIRD National Center for Immunization and Respiratory Diseases

NCPHI National Center for Public Health Informatics (CDC)

NCTC National Counterterrorism Center

NCZVED National Center for Zoonotic, Vector-Borne, and Enteric
Diseases (CDC)

NEXS National Exercise Schedule

NHSS National Health Security Strategy is a quadrennial report
required (by PAHPA) to be developed by the Secretary of HHS
and submitted to Congress. The first NHSS is due to Congress
in 2009 and is not anticipated to be completed until December
2009.

NIMS National Incident Management System

NJTTF National Joint Terrorism Task Force

NNDSS National Notifiable Diseases Surveillance Systems (CDC)

NOPHG National Office of Public Health Genomics (CDC)

NRF National Response Framework

NRP National Response Plan

oD Office of the Director (CDC)

OMB-PRA Office and Management and Budget Paperwork Reduction Act.
OMB PRA clearance is required to conduct federally sponsored
data collections.

OMEB Outcome Monitoring and Evaluation Branch (one of two
DSLR Branches). OMEB is generally responsible for
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maintaining a sophisticated grantee reporting platform,
developing grantee performance measure targets, and
evaluating grantee data submissions.

OPR

Office of Preparedness and Response (HHS)

0OCSO

Office of the Chief Science Officer. The Chief Science Officer
and staff provide CDC/ATSDR with scientific vision and
leadership in science innovation, research, ethics, and science
administration.

OSPHP

Office of Science and Public Health Practice (COTPER, CDC)

OwCD

Office of Workforce and Career Development (CDC)

PAHPA

Pandemic All Hazards Preparedness Act. (Public Law 109-417
signed in December, 2006). PAHPA centralizes federal
responsibilities, requires state-based accountability, proposes
new national surveillance methods, addresses surge capacity,
and facilitates the development of vaccines and other scarce
resources.

PGO

Procurement and Grants Office. PGO provides non-
programmatic management for all CDC financial assistance
activities (grants and cooperative agreements) and manages and
awards all CDC contracts.

PHEMCE

Public Health Emergency Medical Countermeasures Enterprise

PHEP (or PHEP CA)

Public Health Emergency Preparedness Cooperative
Agreement. The name for the Cooperative Agreement
managed by DSLR.

PHIN

Public Health Information Network

PERFORMS

Preparedness Emergency Response System For Oversight,
Reporting, and Management Services. PERFORMS is an
electronic management information system. Awardees submit
their funding applications through this system, and all fiscal
and programmatic reports are monitored here.

POD

Point of Dispensing

PSB

The Program Services Branch (one of two DSLR Branches).
PSB Project Officers generally provide grantee oversight
(budget, timelines, other administrative requirements, etc.) and
coordinate PHEP grantee activities with applicable SME’s and
other internal/external stakeholders.

SME

Subject Matter Expert. SME(S) generally provide targeted
technical assistance within very specific programmatic areas
(e.g. DSAT speaking with state laboratory Directors about
chemical agent testing). DSLR Project Officers sometimes rely
on SME(s) to help grantees achieve specific emergency
preparedness activities.

SNS

Strategic National Stockpile. Term refers to the actual medical
materiel maintained by the DSNS

TA

Technical Assistance. As it applies to the PHEP, the general
activity of providing clarification, successful practices and
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other information with partners and grantees.

TARS Technical Assessment Reviews (conducted by SNS program
technical advisory staff)

TCL Target Capabilities List (HHS)
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	Bonnie Arquilla, D.O., FACEP - Assistant Professor of Emergency Medicine and the Director of Disaster Preparedness for the State University of New York at Downstate/Kings County Medical Center
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