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BEYOND THE CHECKLIST: ADDRESSING
SHORTFALLS IN NATIONAL PANDEMIC
INFLUENZA PREPAREDNESS

wednesday, September 26, 2007

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON HOMELAND SECURITY,
SUBCOMMITTEE ON EMERGING THREATS, CYBERSECURITY
AND SCIENCE AND TECHNOLOGY,
Washington, DC.

The subcommittee met, pursuant to call, at 10:11 a.m., in Room
311, Cannon House Office Building, Hon. James Langevin [chair-
man of the subcommittee] presiding.

Present: Representatives Langevin, Pascrell, and McCaul.

Mr. LANGEVIN. [Presiding.] The Committee on Homeland Secu-
rity will come to order. The committee is meeting today to receive
testimony on Beyond the Checklist: Addressing Shortfalls in Na-
tional Pandemic Influenza Preparedness.

Good morning. I would like to take this opportunity to thank the
witnesses on both our panels for apprearing today.

And I would especially like to thank and welcome Dr. Tony
Cirillo from my home state of Rhode Island, who will be partici-
pating in the second panel this morning.

Let me just say I appreciate your willingness to help Congress
understand the devastating nature of pandemic influenza and to
work with us in determining what resources are necessary to help
prepare the nation before a pandemic occurs.

Today we will explore what it takes to prepare for and respond
to an influenza pandemic that would affect every sector of society
and every person in the world.

Planning is problematic to begin with because it is so difficult to
fathom both the potential casualties and the impact of such a pan-
demic.

Even when we focus just on our own country, the projected num-
bers are still staggering—200,000 dead, 2 million ill, all sectors and
every aspect of the infrastructure negatively impacted.

Though this is a problem that we will not be able to control
through standard disease management practices, we can and must
rise to the challenge. Make no mistake about it—we are due for a
severe influenza pandemic at some point for a variety of reasons.

The influenza viruses that could result in a pandemic are in-
creasing in virulence. Record numbers of humans are now living in
close proximity to current and potential animal carriers.

o))
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Rapid transit moves people and cargo at increasingly faster
rates, fostering the movement and transfer of diseases. Influenza
viruses are already mutating faster than we could have imagined,
and the toll that avian influenza is taking on other countries is al-
ready devastating.

The impact this disease could have on the security of our home-
land is indeed worrisome, which is why awareness and prepared-
ness are critical.

Increased emphasis on pandemic planning and preparedness for
the United States in recent years has resulted in the generation of
the National Strategy for Pandemic Influenza, released in Novem-
ber 2005, and its Implementation Plan, released in May 2006.

Some departments and agencies within the executive branch
have also created their own strategies to distribute resources and
guidance throughout the country at all levels of government and to
the private sector based on their strategies and the National Strat-
egy itself.

Although these are positive steps, one thing is clear. The nation
is still not ready for an influenza pandemic to occur here or over-
seas.

Today we will discuss the insufficiencies of the National Strategy
and its Implementation Plan and hopefully find ways to improve
upon our current strategies.

The Implementation Plan for the National Strategy is composed
of hundreds of separate actions forming a checklist with some 324
items.

Although checklists are good tools for getting things accom-
plished, we can sometimes make checking things off more impor-
tant than actually achieving the goals and objectives we set out for
ourselves in the first place.

Our nation’s leaders are not seeing the big picture. Instead, they
are driving our departments and agencies to focus so much effort
on checking boxes that there is barely time left to actually combat
a potential pandemic.

We need to address the shortfalls in our national pandemic influ-
enza preparedness and get beyond the checklist.

Our effort seems to have gotten stuck at the federal level but it
is time to shift our resources to the states, territories, tribes and
localities.

State, territorial, tribal and local entities have found themselves
preparing for a pandemic without adequate funding, necessary re-
sources, strategy-driven guidance or strong leadership.

When pandemic influenza hits this country, our public health
professionals and health care practitioners will be fighting to save
lives and the federal government will be assisting in those efforts.
We need to cater to them, not the checklist.

Today we will also examine the interactions among the members
of the executive branch, especially the Department of Homeland
Security and the Department of Health and Human Services as
they co-lead activities to manage an influenza pandemic when it
does strike our nation.

Unfortunately, there is little evidence that either agency knows
what their roles and responsibilities would be during an actual
event.
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And I very much fear another Hurricane Katrina situation,
where delays in identifying principal federal officials resulted in a
significant problem and unnecessary losses of life. We cannot afford
for this to ever happen again.

We must therefore work the uncertainties out today so that we
can properly deal with these situations tomorrow. I very much ap-
preciate the efforts put forward by our federal and non-federal col-
leagues in the private and public sectors, and thank you all for
being here this morning.

With that, the chair now recognizes the ranking member of the
subcommittee, the gentleman from Texas, Mr. McCaul, for the pur-
pose of an opening statement.

PREPARED OPENING STATEMENT OF THE HONORABLE JAMES R. LANGEVIN, CHAIRMAN,
SUBCOMMITTEE ON EMERGING THREATS, CYBERSECURITY, AND SCIENCE AND
TECHNOLOGY

Good morning, I'd like to thank the witnesses on both of our panels for appearing
today, and I would especially like to thank Dr. Tony Cirillo from my home state of
Rhode Island who will be participating on the second panel. I appreciate your will-
ingness to help Congress understand the devastating nature of pandemic influ-
enza—and to work with us in determining what resources are necessary to help pre-
pare the Nation before a pandemic occurs.

Today we will explore what it takes to prepare for, and respond to, an influenza
pandemic that would affect every sector of society, and every person in the world.
Planning is problematic to begin with, because it is so difficult to fathom both the
potential casualties and the impact of such a pandemic. Even when we focus just
on our own country, the projected numbers are still staggering—200,000 dead, 2
million ill, all sectors and every aspect of the infrastructure negatively impacted.
Though this is a problem that we will not be able to control through standard dis-
ease management practices, we can and must rise to the challenge. Make no mis-
take about it, we are due for a severe influenza pandemic.

The influenza viruses that could result in a pandemic are increasing in virulence.
Record numbers of humans are now living in proximity to current and potential ani-
mal carriers. Rapid transit moves people and cargo at increasingly faster rates, fos-
tering the movement and transfer of diseases. Influenza viruses are already mutat-
ing faster than we could have imagined, and the toll that avian influenza is taking
on other countries is already devastating.

The impact this disease could have on the security of our homeland is indeed wor-
risome, which is why awareness and preparedness is critical. Increased emphasis
on pandemic planning and preparedness for the United States in recent years has
resulted in the generation of the National Strategy for Pandemic Influenza (released
in November 2005) and its Implementation Plan (released in May 2006). Some De-
partments and agencies within the Executive Branch have also created their own
strategies, and distributed resources and guidance throughout the country, at all
levels of government, and to the private sector—based on their strategies and the
National Strategy itself. Although these are positive steps, one thing is clear: the
Nation is still not ready for an influenza pandemic to occur here or overseas.

Today we will discuss the insufficiencies in the National Strategy and its Imple-
mentation Plan, and hopefully find ways to improve upon our current strategies.
The Implementation Plan for the National Strategy is composed of hundreds of sep-
arate actions—forming a checklist with 324 items. Although checklists are good
tools for getting things accomplished, we can sometimes make checking things off
more important than actually achieving the goals and objectives we set for ourselves
in the first place.

Our Nation’s leaders are not seeing the big picture—instead, they are driving our
Departments and agencies to focus so much effort on checking boxes that there is
barely time left to actually combat a potential pandemic. We need to address the
shortfalls in our National Pandemic Influenza Preparedness, and get beyond the
checklist. Our efforts States, Territories, Tribes, and Localities. State, territorial,
tribal, and local entities have found themselves preparing for a pandemic without:
Adequat funding,

Necessary resource,
Strategy-driven guidance, or
Strong leadership.

‘0-0-:0-0
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When pandemic influenza hits this country, our public health professionals and
health care practitioners will be fighting to save lives, and the Federal government
will be assisting in those efforts. We need to cater to them, not the checklist. Today
we’ll also examine the interactions among the members of the Executive branch—
especially the Department of Homeland Security and the Department of Health and
Human Service as they co-lead activities to manage an influenza pandemic when
it does strike our nation.

Unfortunately, there is little evidence that either agency knows what their roles
and responsibilities would be during an event. I very much fear another Hurricane
Katrina situation, where delays in identifying principal federal officials resulted in
the significant problems and unnecessary losses of life. We cannot afford for this to
happen again. We must therefore work the uncertainties out today so we can prop-
erly deal with these situations tomorrow. I very much appreciate the efforts put for-
ward by our Federal and non-federal colleagues, in the private and public sectors,
and thank you for being here this morning.

Mr. McCAUL. I thank the chairman.

I would like to welcome our distinguished panel of witnesses here
today, and in particular Dr. David Lakey from my home town of
Austin, Texas, who will be on the second panel here today.

In the 109th Congress this committee held hearings and a series
of briefings which examined the National Strategy for Pandemic
Influenza and its Implementation Plan.

Today we are more than a year after the Implementation Plan
was released, and we ask whether we are more prepared today
than we were then to deal with the potential onset of a pandemic.

I hope the answer is yes, that we are more prepared. I think the
answer is yes, but there is certainly more to be done.

Never before has the human population anticipated and prepared
for a pandemic. We cannot be certain that our efforts are enough
or if they are even realistic. But we do know that we are long over-
due for an outbreak of influenza.

The 20th century witnessed three separate pandemics that cost
hundreds of thousands of lives, and we understand that the efforts
we make now to prepare for a pandemic, whether it is caused by
the H5N1 strain or some other unidentified strain, will shape the
scope of that pandemic and may save countless lives.

The release of the National Strategy and the Implementation
Plan were certainly, in my view, a step in the right direction.

I agree that pandemic preparedness efforts should go beyond
merely checking the box for the action items in the plan and that
a comprehensive and flexible approach should be adopted.

I don’t want us to overlook the significant accomplishments, how-
ever, that the federal government has made in its efforts to plan
for a pandemic. We are working with our international partners to
limit the spread of H5N1 overseas in hopes that it will not reach
the United States.

We are expanding our vaccine development capability and stock-
piling antiviral drugs which will be critical at the onset of the pan-
demic.

Plans have been made to increase surge capacity at medical fa-
cilities and to continue the operations of government and private
sector business during high rates of absenteeism.

But we must not be complacent. It is important that the relevant
players clarify and test their leadership roles and responsibilities
for a pandemic situation.
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It is also important that others involved in the pandemic plan-
ning process, including state and local governments, understand
their roles.

And while the media coverage of this issue has certainly waned,
the threat posed by the emergence of pandemic influenza to home-
land security has not.

I am happy to see that this committee is continuing its examina-
tion of pandemic preparedness in this Congress.

And I want to thank you, Mr. Chairman, for holding this hear-
ing, and I yield back.

Mr. LANGEVIN. I thank the gentleman.

This is obviously a very busy day on the Hill. We will have mem-
bers coming in and out and several markups going on.

But other members of the committee are reminded that under
committee rules, opening statements may be submitted for the
record.

And I now welcome the first panel of witnesses. Our first wit-
ness, Ms. Bernice Steinhardt, is the Director of Strategic Studies
at the United States Government Accountability Office.

Our second witness is Dr. Tilman Jolly. Dr. Jolly is the associate
chief medical officer for medical readiness in the Office of Health
Affairs at the Department of Homeland Security.

And our third witness is Dr. Craig Vanderwagen, Assistant Sec-
retary for Preparedness and Response at the Department of Health
and Human Services. Dr. Vanderwagen was the senior federal
health official in the response to Hurricane Katrina and Rita.

We thank all three of our witnesses for their service to the na-
tion and for being here today. We look forward to your testimony.

Without objection, the witnesses’ full statements will be inserted
in the record.

And I now ask each witness to summarize his or her statement
for 5 minutes, beginning with Ms. Steinhardt.

Welcome.

STATEMENT OF BERNICE STEINHARDT, DIRECTOR, STATEGIC
ISSUES, GOVERNMENT ACCOUNTABILITY OFFICE

Ms. STEINHARDT. Thank you very much, Mr. Chairman and Mr.
McCaul. We really appreciate the opportunity to be here today to
talk about our recent report on planning for potential pandemic in-
fluenza in the United States.

Fortunately, the administration has taken an active approach in
preparing a national pandemic Strategy and Implementation Plan.
But we found that much more needs to be done to make sure that
federal leadership roles are clear and that the plan is viable and
can be effectively implemented.

Let me turn to leadership roles first. The plan assigns shared
leadership roles to the Secretaries of Health and Human Services
and Homeland Security, the first for medical response in a pan-
demic and the DHS secretary for overall incident management and
response.

But given that a severe pandemic would entail not only a med-
ical response but would also have to focus on sustaining critical in-
frastructure and the economy, it is not clear when in a pandemic
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the HHS Secretary would have the lead and when the DHS Sec-
retary would have the lead.

And these two are far from the only leadership positions. Under
the Post-Katrina Reform Act, which was enacted subsequent to the
pandemic Strategy and Plan, the FEMA administrator has now
been designated the Principal Domestic Emergency Management
Adpvisor to the President.

And also after the pandemic Plan was prepared, the DHS Sec-
retary pre-designated a national Principal Federal Official, or a
PFO, and created five pandemic regions, each with a regional PFO
and a Federal Coordinating Officer, or FCO, all of them responsible
to some extent for coordinating federal planning, exercise and sup-
port.

Not only is this leadership structure complex and potentially con-
fusing, it has never been tested.

As this committee well understands, as your remarks indicated,
Mr. Chairman, one of the major lessons the country learned from
Katrina was that plans and assumptions have to be understood,
they have to be tested and the lessons learned incorporated into
plans before emergencies occur.

Yet the only national pandemic exercise to date was a Cabinet-
level tabletop simulation in December 2005, well before the na-
tional Implementation Plan was released and the leadership struc-
ture created.

I want to turn now to our assessment of the national pandemic
Strategy and Plan. Although the Plan did a good job in defining the
problem and discussing constraints and challenges, it is missing
some significant elements. I want to highlight just a few here.

For one thing, the plan does not identify what it will cost to carry
out. Obviously, our ability to do all that the plan outlines is going
to be affected by our ability to pay for it.

Not everything is going to be easily addressed through existing
mechanisms and could, in fact, place considerable stress on existing
resources.

We are also concerned that despite the fact that states, local and
tribal entities will be on the front lines of the pandemic, these
stakeholders were not directly involved in developing the Strategy
and Plan.

And lastly, we noted that there is no provision in the plan for
monitoring and reporting on progress and for updating the plan to
reflect lessons learned from exercises or changes in leadership re-
sponsibilities or other policy decisions.

To address these gaps, we outline several steps. First, we rec-
ommended that the HHS and DHS Secretaries work together to de-
velop and conduct rigorous testing, training and exercises for pan-
demic influenza.

We also recommended that the Homeland Security Council estab-
lish a specific process and time frame for updating the plan, one
that involves key non-federal stakeholders and fills in other gaps
that we identified.

I would note that HHS and DHS agreed with our recommenda-
tions, but the Homeland Security Council did not respond or offer
comments on the report.
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I want to say, in closing, that these gaps are not trivial or simply
procedural. When a pandemic actually occurs, the effectiveness of
actions that are taken at the outset are going to be of critical im-
portance in helping to limit the spread of the disease.

While we recognize that our understanding of the virus is still
evollzzing, it is important to take these steps now before a disaster
strikes.

With that, I will conclude my remarks and I look forward to your
questions. Thank you.

[The statement of Ms. Steinhardt follows:]

PREPARED STATEMENT OF BERNICE STEINHARDT

Mr. Chairman and Members of the Subcommittee:

I am pleased to appear here today to discuss the federal government’s efforts to
prepare for and respond to a possible influenza pandemic. An influenza pandemic
is a real and significant threat facing the United States and the world. Although
the timing and severity of the next pandemic is unpredictable, there is widespread
agreement that a pandemic will occur at some point. Unlike incidents that are dis-
cretely bounded in space or time (such as a storm or a terrorist attack), a pandemic
is not a singular event, but is likely to come in waves, each lasting weeks or months,
and could pass through communities of all sizes across the nation and the world si-
multaneously.

Today, I will discuss (1) federal leadership roles and responsibilities for preparing
for and responding to a pandemic, (2) our assessment of the National Strategy for
a Pandemic Influenza (Strategy) and the Implementation Plan for the National
Strategy for a Pandemic Influenza (Plan), and (3) opportunities to increase the clar-
ity of federal leadership roles and responsibilities and improve pandemic planning.

This statement is based on our August 14, 2007, report, requested by the Ranking
Member, Senate Budget Committee; the Chairman and Ranking Member, House
Committee on Oversight and Government Reform; and the Chairman, House Com-
mittee on Homeland Security.! Our objectives in that report were to address the ex-
tent to which (1) federal leadership roles and responsibilities for preparing for and
responding to a pandemic are clearly defined and documented and (2) the Strategy
and the Plan address the characteristics of an effective national strategy; we con-
ducted our work in accordance with generally accepted government auditing stand-
ards. We analyzed relevant documents, interviewed cognizant federal officials, and
assessed the Strategy and Plan to determine the extent to which they jointly ad-
dressed the six desirable characteristics of an effective national strategy that we de-
veloped and used in previous work.? While national strategies necessarily vary in
content, the six characteristics we identified apply to all such planning documents
and can help ensure that they are effective management tools.

In summary, although the administration has taken an active approach to this
potential disaster by developing a Strategy and Plan, and has undertaken a number
of other efforts, much more needs to be done to ensure that the Plan is more viable
and can be effectively implemented in the event of an influenza pandemic.

o Key federal leadership roles and responsibilities for preparing for and re-
sponding to a pandemic continue to evolve and will require further clarification
and testing before the relationships of the many leadership positions are well
understood. Most of these leadership roles involve shared responsibilities, and
it is not clear how these would work in practice. Because initial actions may
help limit the spread of an influenza virus, the effective exercise of shared lead-
ership roles and responsibilities could have substantial consequences. However,
only one national, multisector pandemic-related exercise has been held, and
that was prior to issuance of the Plan.

e The Strategy and Plan do not fully address the characteristics of an effective
national strategy and contain gaps that could hinder the ability of key stake-
holders to effectively execute their responsibilities. In addition to the fact that

1GAO, Influenza Pandemic: Further Efforts Are Needed to Ensure Clearer Leadership Roles
and an Effective National Strategy, GAO-07-781 (Washington, D.C.: Aug. 14, 2007).

28See GAO, Combating Terrorism: Evaluation of Selected Characteristics in National Strategies
Related to Terrorism, GAO-04-408T (Washington, D.C.: Feb. 3, 2004); Rebuilding Iraq: More
Comprehensive National Strategy Needed to Help Achieve U.S. Goals, GAO-06-788 (Washington,
D.C.: July 11, 2006); and Financial Literacy and Education Commission: Further Progress Need-
ed to Ensure an Effective National Strategy, GAO—07-100 (Washington, D.C.: Dec. 4, 2006).
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the Strategy and Plan do not clarify how responsible officials will share leader-
ship responsibilities, they do not include a description of the resources required
to implement the Plan, and consequently do not provide a picture of priorities
or how adjustments might be made in view of resource constraints. Addition-
ally, state and local jurisdictions that will play crucial roles in preparing for and
responding to a pandemic were not directly involved in developing the Plan, and
the linkage of the Strategy and Plan with other key plans is unclear.

The gaps in the Strategy and Plan are particularly troubling because they can af-
fect the usefulness of these planning documents for those with key roles to play and,
with no mechanisms for future updates or progress assessments, limit opportunities
for congressional decision makers and the public to assess the extent of progress
being made or to consider what areas or actions may need additional attention.

We made two recommendations in our August 2007 report to address these con-
cerns.

o We recommended that the Secretaries of Homeland Security and Health and
Human Services work together to develop and conduct rigorous testing, train-
ing, and exercises for pandemic influenza to ensure that the federal leadership
roles are clearly defined and understood and that leaders are able to effectively
execute shared responsibilities to address emerging challenges. Once the leader-
ship roles have been clarified through testing, training and exercising, the Sec-
retaries of Homeland Security and Health and Human Services should ensure
that these roles and responsibilities are clearly understood by nonfederal part-
ners.

e Qur report also recommended that the Homeland Security Council (HSC) es-
tablish a specific process and time frame for updating the Plan. This process
should involve key nonfederal stakeholders and incorporate lessons learned
from exercises and other sources. The next update of the Plan could be im-
proved by addressing the gaps we identified.

The Department of Health and Human Services (HHS) and the Department of
Homeland Security (DHS) concurred with the first recommendation. The HSC did
not comment on the draft report or our recommendation.

Background

To address the potential threat of an influenza pandemic, the President and his
HSC issued two planning documents. The Strategy was issued in November 2005
and is intended to provide a high-level overview of the approach that the federal
government will take to prepare for and respond to an influenza pandemic. It also
articulates expectations for nonfederal entities—including state, local, and tribal
governments; the private sector; international partners; and individuals—to prepare
themselves and their communities.

The Plan was issued in May 2006 and is intended to lay out broad implementa-
tion requirements and responsibilities among the appropriate federal agencies and
clearly define expectations for nonfederal entities. The Plan includes 324 action
items related to these requirements, responsibilities, and expectations and most of
them are to be completed before or by May 2009. It is intended to support the broad
framework and goals articulated in the Strategy by outlining specific steps that fed-
eral departments and agencies should take to achieve these goals. It also describes
expectations regarding preparedness and response efforts of state and local govern-
ments, tribal entities, the private sector, global partners, and individuals. The
Plan’s chapters cover categories of actions that are intended to address major con-
siderations raised by a pandemic, including protecting human and animal health;
transportation and borders; and international, security, and institutional consider-
ations.

Federal Leadership Roles Are Unclear, Evolving, and Untested

Several federal leadership roles involve shared responsibilities for preparing for
and responding to an influenza pandemic, including the Secretaries of Health and
Human Services and Homeland Security, the Administrator of the Federal Emer-
gency Management Agency (FEMA), a national Principal Federal Official (PFO),
and regional PFOs and Federal Coordinating Officers (FCO). Many of these leader-
ship roles and responsibilities have not been tested under pandemic scenarios, leav-
ing unclear how all of these new and developing relationships would work.

Federal Leadership Roles and Responsibilities Are Unclear and Evolving

The Strategy and Plan do not clarify the specific leadership roles and responsibil-
ities for a pandemic. Instead, they restate the existing leadership roles and respon-
sibilities, particularly for the Secretaries of Homeland Security and Health and
Human Services, prescribed in the National Response Plan (NRP)—an all-hazards
plan for emergencies ranging from hurricanes to wildfires to terrorist attacks. How-
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ever, the leadership roles and responsibilities prescribed under the NRP need to op-
erate somewhat differently because of the characteristics of a pandemic that distin-
guish it from other emergency incidents. For example, because a pandemic influenza
is likely to occur in successive waves, planning has to consider how to sustain re-
sponse mechanisms for several months to over a year—issues that are not clearly
addressed in the Plan.

In addition, the distributed nature of a pandemic, as well as the sheer burden of
disease across the nation, means that the support states, localities, and tribal enti-
ties can expect from the federal government would be limited in comparison to the
aid it mobilizes for geographically and temporarily bounded disasters like earth-
quakes and hurricanes. Consequently, legal authorities, roles and responsibilities,
and lines of authority at all levels of government must be clearly defined, effectively
communicated, and well understood to facilitate rapid and effective decision making.
This is also important for public and private sector organizations and international
partners so everyone can better understand what is expected of them before and
during a pandemic.

The Strategy and Plan state that the Secretary of Health and Human Services
is responsible for leading the medical response in a pandemic, while the Secretary
of Homeland Security is responsible for overall domestic incident management and
federal coordination. However, since a pandemic extends well beyond health and
medical boundaries, to include sustaining critical infrastructure, private sector ac-
tivities, the movement of goods and services across the nation and the globe, and
economic and security considerations, it is not clear when, in a pandemic, the Sec-
retary of Health and Human Services would be in the lead and when the Secretary
of Homeland Security would lead.

A pandemic could threaten our critical infrastructure, such as the capability to
deliver electricity or food, by removing essential personnel from the workplace for
weeks or months. The extent to which this would be considered a medical response
with the Secretary of Health and Human Services in the lead, or when it would be
under the Secretary of Homeland Security’s leadership as part of his/her responsi-
bility for ensuring that critical infrastructure is protected, is unclear. According to
HHS officials we interviewed, resolving this ambiguity will depend on several fac-
tors, including how the outbreak occurs and the severity of the pandemic. Although
DHS and HHS officials emphasize that they are working together on a frequent
basig, these roles and responsibilities have not been thoroughly tested and exer-
cised.

Moreover, under the Post-Katrina Emergency Management Reform Act of 2006
(referred to as the Post-Katrina Reform Act in this testimony), the FEMA Adminis-
trator was designated the principal domestic emergency management advisor to the
President, the HSC, and the Secretary of Homeland Security, adding further com-
plexity to the leadership structure in the case of a pandemic.3 The act also gives
the Administrator responsibility for carrying out a national exercise program to test
and evaluate national preparedness for responding to all-hazards, including an in-
fluenza pandemic.

Other evolving federal leadership roles include those of PFOs and FCOs. To assist
in planning and coordinating efforts to respond to a pandemic, in December 2006
the Secretary of Homeland Security predesignated a national PFO and established
five pandemic regions each with a regional PFO and FCO. PFOs are responsible for
facilitating federal domestic incident planning and coordination, and FCOs are re-
sponsible for coordinating federal resources support in a presidentially declared
major disaster or emergency. However, the relationship of these roles to each other
as well as with other leadership roles in a pandemic is unclear.

U.S. Coast Guard and FEMA officials we met with recognized that planning for
and responding to a pandemic would require different operational leadership roles
and responsibilities than for most other emergencies. For example, a FEMA official
said that given the number of people who would be involved in responding to a pan-
demic, collaboration between HHS, DHS, and FEMA would need to be greater than
for any other past emergencies. Officials are starting to build on these relationships.
For example, some of the federal officials with leadership roles for an influenza pan-
demic met during the week of March 19, 2007, to continue to identify issues and
begin developing solutions. One of the participants told us that although additional
coordination meetings are needed, it may be challenging since there is no dedicated
funding for the staff working on pandemic issues to participate in these and other
related meetings.

It is also unclear whether the newly established national and regional positions
for a pandemic will further clarify leadership roles in light of existing and newly

3Pub. L. No. 109-295, Title VI.
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emerging plans and issues. For example, in 2006, DHS made revisions to the NRP
and released a Supplement to the Catastrophic Incident Annex—both designed to
further clarify federal roles and responsibilities and relationships among federal,
state, and local governments and responders. However, we reported in February
2007 that these revisions had not been tested and there was little information avail-
able on the extent to which these and other actions DHS was taking to improve
readiness were operational.* We also reported in May 2007 that FEMA has
predesignated five teams of FCOs and PFOs in the Gulf Coast and eastern seaboard
states at risk of hurricanes. However, there is still some question among state and
local first responders about the need for both positions and how they will work to-
gether in disaster response.5

More recently, DHS reviewed the NRP and its supplemental documents. One of
the issues this review intended to address was clarifying roles and responsibilities
of key structures, positions, and levels of government, including the role of the PFO
and that position’s current lack of operational authority over the FCO during an
emergency. On September 10, 2007, DHS released a draft National Response
Framework to replace the NRP, for public comment. Comments on the framework
are due October 11, 2007, and comments on the supplemental documents, such as
revised Emergency Support Function specifications, are due by November 9, 2007.

Exercising and Testing of Plans Is Crucial in Ensuring Capacity

Disaster planning, including for a pandemic influenza, needs to be tested and re-
fined with a rigorous and robust exercise program to expose weaknesses in plans
and allow planners to refine them. Exercises—particularly for the type and mag-
nitude of emergency incidents such as a severe influenza pandemic for which there
is little actual experience—are essential for developing skills and identifying what
works well and what needs further improvement. Our prior work examining the
preparation for and response to Hurricane Katrina highlighted the importance of re-
alistic exercises to test and refine assumptions, capabilities, and operational proce-
dures, and build upon strengths.6

While pandemic influenza scenarios have been used to exercise specific response
elements, such as the distribution of stockpiled medications at specific locations or
jurisdictions, no national exercises have tested the new federal leadership structure
for pandemic influenza.” The only national multisector pandemic exercise to date
was a tabletop simulation conducted by members of the cabinet in December 2005.
This tabletop exercise was prior to the release of the Plan in May 2006, the estab-
lishment of a national PFO and regional PFO and FCO positions for a pandemic,
and enactment of the Post-Katrina Reform Act.

Gaps in the National Strategy and Plan Limit Their Usefulness

Our work found that the Strategy and Plan do not address all of the characteris-
tics of an effective national strategy as identified in our prior work. While national
strategies necessarily vary in content, the six characteristics we identified apply to
all such planning documents and can help ensure that they are effective manage-
ment tools. Gaps and deficiencies in these documents are particularly troubling in
that a pandemic represents a complex challenge that will require the full under-
standing and collaboration of a multitude of entities and individuals. The extent to
which these documents, that are to provide an overall framework to ensure pre-
paredness and response to a pandemic influenza, fail to adequately address key
areas could have critical impact on whether the public and key stakeholders have
a clear understanding and can effectively execute their roles and responsibilities.

Specifically, we found that the documents fully address only one of the six charac-
teristics of an effective national strategy—problem definition and risk assessment—
because they identified the potential problems associated with a pandemic as well
as potential threats, challenges, and vulnerabilities. The Strategy and Plan did not
address one characteristic—resources, investments, and risk management—because
they did not discuss the financial resources and investments needed to implement
the actions called for and therefore, do not provide a picture of priorities or how ad-
justments might be made in view of resource constraints. They partially addressed
the four remaining characteristics, as shown in table 1.

4GAO, Homeland Security: Management and Programmatic Challenges Facing the Depart-
ment ofHomeland Security, GAO-07-398T (Washington, D.C.: Feb. 6, 2007).

5GAO, Homeland Security: Observations on DHS and FEMA Efforts to Prepare for and Re-
spond to Major and Catastrophic Disasters and Address Related Recommendations and Legisla-
tion, GAO-07-835T (Washington, D.C.: May 15, 2007).

"GAO Hurrican Katrina: GAO’s Prellmmary Observations Regarding Preparedness, Response,
and Recovery, GAO-06-442T (Washington, D.C.: Mar. 8, 2006).

7Congressional Research Service, Pandemic Influenza: Domestic Preparedness Efforts, RL
33145 (Washington, D.C.: Feb. 20, 2007).
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Table 1: Extent to Which the Strategy and Plan Address GAO’s Desirable
Characteristics of an Effective National Strategy

Desirable characteristic Addresses alfi?jrrtéglslgs g?jedsrensgt
Clear purpose, scope, and methodology X
Problem definition and risk assessment X
Goals, subordinate objectives, activities, and
performance measures X
Resources, investments, and risk management X
Organizational roles, responsibilities, and
coordination X
Integration and implementation X

Source: GAO analysis of the National Strategy for Pandemic Influenza and Implementation Plan for the National Strat_

egy for Pandemic Influenza.

More specifically, the following are highlights of some of the gaps in the Strategy
and Plan.

o The Strategy and Plan do not address resources, investments, and risk man-
agement. Developing and sustaining the capabilities stipulated in the Plan
would require the effective use of federal, state, and local funds. Given that
funding needs may not be readily addressed through existing mechanisms and
could stress existing government and private resources, it is critical for the Plan
to lay out funding requirements. For example, one of the primary objectives of
domestic vaccine production capacity is for manufacturers to produce enough
vaccine for the entire U.S. population within 6 months. However, the Plan
states that production capacity would depend on the availability of future ap-
propriations. Despite the fact that the production of enough vaccine for the pop-
ulation would be critical if a pandemic were to occur, the Plan does not provide
even a rough estimate of how much the vaccine could cost for consideration in
future appropriations.

o State and local jurisdictions were not directly involved in developing the Strat-
egy and Plan. Neither the Strategy nor Plan described the involvement of key
stakeholders, such as state, local, and tribal entities, in their development, even
though these stakeholders would be on the front lines in a pandemic and the
Plan identifies actions they should complete. Officials told us that state, local,
and tribal entities were not directly involved in reviewing and commenting on
the Plan, but the drafters of the Plan were generally aware of their concerns.

o Relationships and priorities among action items are not always clear. While
some action items depend on other action items, these linkages are not always
apparent in the Plan. An HHS official who helped draft the Plan acknowledged
that while an effort was made to ensure linkages among action items, there
may be gaps in the linkages among interdependent action items within and
across the Plan’s chapters that focused on such issues as human health, animal
health, and transportation and borders considerations.

In addition, we found that the Plan does not establish priorities among its 324
action items, which becomes especially important as agencies and other parties
strive to effectively manage scarce resources and ensure that the most impor-
tant steps are accomplished.

e Performance measures are focused on activities that are not always linked to
results. Most of the Plan’s performance measures are focused on activities such
as disseminating guidance, but the measures are not always clearly linked with
intended results. This lack of linkages to outcomes and results makes it difficult
to ascertain whether progress has in fact been made toward achieving the na-
tional goals and objectives described in the Strategy and Plan.

e The linkage of the Strategy and Plan with other key plans is unclear. Al-
though the Strategy states that it is consistent with the National Security
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Strategy and the National Strategy for Homeland Security, it does not state
how it 1s consistent or describe the relationships with these two strategies. In
addition, the Plan does not specifically address how the Strategy, Plan, or other
related pandemic plans should be integrated with the goals, objectives, and ac-
tivities of the national initiatives already in place, such as the interim National
Preparedness Goal.

Further, the Strategy and Plan do not provide sufficient detail about how the
Strategy, action items in the Plan, and a proposed set of agency plans are to
be integrated with other national strategies and frameworks. For example, the
Plan contains 39 action items that are response related (i.e., specific actions are
to be taken within a prescribed number of hours or days after an outbreak).
However, these action items are interspersed among the 324 action items, and
the Plan does not describe the linkages of these response-related action items
with the NRP or other response related plans.

o The Plan does not contain a process for monitoring and reporting on progress.
While most of the action items have deadlines for completion, ranging from 3
months to 3 years, the Plan does not identify a process to monitor and report
on the progress of the action items nor does it include a schedule for reporting
progress. According to agency officials, the HSC is monitoring executive branch
agencies’ efforts to complete the action items. However, there is no specific docu-
mentation describing this process or institutionalizing it. This is important
since some of the action items are not expected to be completed during this ad-
ministration. Also, a similar monitoring process for those actions items for
which nonfederal entities have the lead responsibility does not appear to exist.
Additionally, there is no explicit timeline for the HSC to report on the overall
progress and thus, when progress is reported is left to the HSC’s discretion.

o The Plan does not describe an overall framework for accountability and over-
sight. hile the plan contains broad information on roles and responsibilities and
describes coordination mechanisms for responding to a pandemic, it does not,
as noted earlier, clarify how responsible officials would share leadership respon-
sibilities. In addition, it does not describe an overall accountability and over-
sight framework. Agency officials told us that they had identified individuals to
act as overall coordinators to monitor the action items for which their agencies
have lead responsibility and provide periodic progress reports to the HSC. How-
ever, we could not identify a similar oversight mechanism for the action items
that fall to state and local governments or the private sector. This is a concern
since some action items, particularly those that are to be completed by state,
local, and tribal governments or the private sector, do not identify an entity ac-
countable for carrying out the action.

e Procedures and time frames for updating and revising the Plan were not es-
tablished. The Plan does not describe a mechanism for updating it to reflect pol-
icy decisions, such as clarifications in leadership roles and responsibilities and
other lessons learned from exercises, or to incorporate other needed changes. Al-
though the Plan was developed as initial guidance and was intended to be up-
dated and expanded over time, officials in several agencies told us that specific
processes or time frames for updating and revising it have not been established.

Opportunities Exist To Clarify Federal Leadership Roles and Improve Pan-
demic Planning

A pandemic poses some unique challenges and would be unlike other emergencies
given the likelihood of its duration and geographic coverage. Initial actions may help
limit the spread of an influenza virus, reflecting the importance of a swift and effec-
tive response. Therefore, the effective exercise of shared leadership roles and imple-
mentation of pandemic plans could have substantial consequences, both in the short
and long term.

Since no national pandemic exercises of federal leadership roles and responsibil-
ities have been conducted since the release of the Plan in May 2006, and key leader-
ship roles continue to evolve, rigorous testing, training, and exercising is needed.
Exercises test whether leadership roles and responsibilities, as well as procedures
and processes, are clear and well-understood by key stakeholders. Additionally, they
help identify weaknesses and allow for corrective action to be taken before an actual
emergency occurs. Consequently, in our August 2007 report, we recommended that
the Secretaries of Homeland Security and Health and Human Services work to-
gether to develop and conduct rigorous testing, training, and exercises for pandemic
influenza to ensure that the federal leadership roles are clearly defined and under-
stood and that leaders are able to effectively execute shared responsibilities to ad-
dress emerging challenges. Once the leadership roles have been clarified through
testing, training, and exercising, the Secretaries of Homeland Security and Health
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and Human Services should ensure that these roles and responsibilities are clearly
understood by state, local, and tribal governments; the private and nonprofit sec-
tors; and the international community. DHS and HHS concurred with the rec-
ommendation, and DHS stated that it is taking action on many of the shortfalls
identified in the report.

The Strategy and Plan are important because they broadly describe the federal
government’s approach and planned actions to prepare for and respond to a pan-
demic and also set expectations for states and communities, the private sector, and
global partners. The extent to which the Strategy and Plan fail to adequately ad-
dress key areas could have a critical impact on whether key stakeholders and the
public have a clear understanding of their roles and responsibilities. However, gaps
in the Strategy and Plan limit their usefulness as a management tool for ensuring
accountability and achieving results. The plan is silent on when information will be
reported or when it will be updated. Although the HSC publicly reported on the sta-
tus of action items in December 2006 and July 2007, it is unclear when the next
report will be issued or how much information will be released. This lack of trans-
parency makes it difficult to inform a national dialogue on the progress made to
date or what further steps are needed. It also inhibits congressional oversight of
strategies, funding priorities, and critical efforts to enhance the nation’s level of pre-
paredness.

Therefore, in our August 2007 report we recommended that the HSC establish a
specific process and time frame for updating the Plan. We stated that this process
should involve key nonfederal stakeholders and incorporate lessons learned from ex-
ercises and other sources. Further, we stated that the Plan could be improved by
including the following information in the next update: (1) resources and invest-
ments needed to complete the action items and where they should be targeted, (2)
a process and schedule for monitoring and publicly reporting on progress made on
completing the action items, (3) clearer linkages with other strategies and plans,
and (4) clearer descriptions of relationships or priorities among actions items and
greater use of outcome-focused performance measures. The HSC did not comment
on the draft report.

Mr. Chairman and Members of the Subcommittee, this completes my statement.
I would be pleased to respond to any questions that you might have.

Mr. LANGEVIN. Thank you for your statement.

I would now recognize Dr. Jolly to summarize his statement for
5 minutes.

Welcome.

STATEMENT OF DR. B. TILMAN JOLLY, ASSOCIATE CHIEF
MEDICAL OFFICER, MEDICAL READINESS, OFFICE OF
HEALTH AFFAIRS, DEPARTMENT OF HOMELAND SECURITY

Dr. JoLLy. Thank you, Mr. Chairman, Ranking Member McCaul
and members of the subcommittee. Thank you for the opportunity
to testify before the subcommittee to discuss the progress of the
Nlational Strategy for Pandemic Influenza and its Implementation
Plan.

Before I begin, I would like to take this opportunity to thank you
and members of the full committee on behalf of Secretary Chertoff
for your continued willingness to work alongside the Department to
provide leadership in protecting and ensuring the security of our
homeland.

I would also like to thank our partners at the Department of
Health and Human Services and others with whom we work every
day.

Pandemic influenza is unique. It is likely to come in waves, pass-
ing through communities of all sizes across the nation and the
world simultaneously. The pandemic may last as long as 18
months.

An unmitigated pandemic could result in 200,000 to 2 million
deaths in the United States, depending on its severity.
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Further, an influenza pandemic could have major impacts on so-
ciety and the economy, including our nation’s critical infrastructure
and key resources based on illness and related absenteeism.

DHS has been and remains actively engaged with its federal,
state, local, territorial, tribal and private sector partners to prepare
gur nation and the international community for an influenza pan-

emic.

As outlined in the Implementation Plan, DHS is responsible for
the coordination of the overall domestic federal response during an
influenza pandemic, including implementing policies that facilitate
compliance with recommended social distancing measures, devel-
oping a common operating picture for all federal departments and
agencies, and ensuring the integrity of the nation’s infrastructure,
domestic security, and entry and exit screening for influenza at the
borders.

In working with our partners, such as HHS, the State Depart-
ment and USDA, DHS has developed and implemented a number
of initiatives and outreach to support continuity of operations plan-
ning for all levels of government and private-sector entities.

I will highlight a few noteworthy accomplishments and respon-
sibilities under the Implementation Plan particular to DHS. DHS
produced and released the Pandemic Influenza Preparedness, Re-
sponse and Recovery Guide for Critical Infrastructure and Key Re-
sources.

The guide has served to support business and other private sec-
tor pandemic planning by complementing and enhancing, not re-
placing, their existing continuity planning efforts.

With that in mind, DHS and its partners developed the guide to
assist businesses whose existing continuity plans generally do not
include strategies to protect human health during emergencies like
a pandemic.

As a next step, DHS is currently leading the development of spe-
cific guides for each of the 17 critical infrastructure and key re-
source sectors using the security partnership model.

In coordination with other federal departments and agencies,
DHS is developing a coordinated government-wide planning forum.
An initial analysis of the response requirements for federal support
has been completed.

From this analysis, a national plan defining the federal concept
for coordinating response and recovery operations during a pan-
demic has been developed and will be undergoing interagency re-
view.

Utilizing this planning process, a coordinated federal border
management plan has been developed and is currently also in re-
view. This process included a wide range of partners.

DHS has also conducted or participated in federal and state
interagency pandemic influenza exercises and workshops and fo-
rums with critical infrastructure key resources owners and opera-
tors.

Consistent with his role under Homeland Security Presidential
Directive 5, Secretary Chertoff pre-designated Vice Admiral Vivien
Crea, the Vice Commandant of the U.S. Coast Guard, as the na-
tional Principal Federal Official, or PFO, for pandemic influenza,
and has pre-designated five regional PFOs and 10 deputy PFOs.
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Likewise, our partners have pre-designated infrastructure liai-
sons, Federal Coordinating Officers, senior officials for health as
well as defense coordinating officers.

Vice Admiral Crea and the regional PFOs have participated in
multiagency training and coordination sessions regarding prepared-
ness duties.

Additionally, the PFO teams have begun outreach both nation-
ally and in their regions in advance of the more formalized exercise
program which is being developed by DHS.

On an ongoing basis, DHS participates in interagency working
groups to develop guidance, including community mitigation strate-
gies, medical countermeasures, vaccine prioritization and risk com-
munication strategies.

In closing, significant progress has been made in national pre-
paredness for pandemic influenza. In fact, September is National
Preparedness Month, which encourages all Americans to prepare
for emergencies and take necessary actions for all hazards.

DHS looks forward to continuing its partnership with the federal
interagency, state, local, tribal, territorial and private sector stake-
holders to complete the work of pandemic preparedness and to fur-
ther the nation’s ability to prepare for, respond to and recover from
all hazards.

Thank you again for the opportunity to testify on behalf of the
Department of Homeland Security on these issues of critical impor-
tance to our nation’s security and well-being. I would be happy to
answer any questions you might have.

[The statement of Dr. Jolly follows:]

PREPARED STATEMENT OF B. TiLMAN JoLLy, MD

Mr. Chairman, Ranking Member McCaul and Members of the Subcommittee:

Thank you for the opportunity to testify before the Subcommittee to discuss the
progress of the National Strategy for Pandemic Influenza and its Implementation
Plan. I am Dr. Til Jolly, Associate Chief Medical Officer for Medical Readiness,
within the Office of Health Affairs at the Department of Homeland Security (DHS).
Before I begin, I would like to take this opportunity to thank you and Members of
the full Committee on behalf of Secretary Chertoff for your continued willingness
to work alongside the Department to provide leadership in protecting and ensuring
the security of our homeland. I would also like to thank our partners at the Depart-
glent of Health and Human Services (HHS) and others with whom we work every

ay.

To begin, I would like to take a few moments to review some basic facts about
pandemics and their potential impacts on our nation. Pandemic influenza occurs
when a novel strain of influenza virus emerges that has the ability to infect humans
and to cause severe disease, and when efficient and sustained transmission between
humans occurs. This scenario creates unique challenges. Unlike other incidents, a
pandemic is not a singular event, but is likely to come in waves, each lasting weeks
or months, passing through communities of all sizes across the nation and the world
simultaneously. The complete pandemic cycle may last as long as 18 months. Based
on projections modeled by the Department of Health and Human Services from prior
pandemics, an influenza pandemic could result in 200,000 to 2 million deaths in the
United States, depending on its severity. Further, an influenza pandemic could have
major impacts on society and the economy, including our nation’s critical infrastruc-
ture and key resources, as many of our nation’s workforce could be absent for ex-
tended periods of time, either sick themselves or caring for loved ones at home.

The Implementation Plan for the National Strategy for Pandemic Influenza was
released over a year ago by the President?s Homeland Security Council to guide our
nation’s preparedness and response to an influenza pandemic. DHS has been ac-
tively engaged with its federal, state, local, territorial, tribal, and private sector
partners to prepare our nation and the international community for an influenza
pandemic. As outlined in the Implementation Plan DHS is responsible for the co-
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ordination of the overall domestic Federal response during an influenza pandemic,
including implementation of policies that facilitate compliance with recommended
social distancing measures, development of a common operating picture for all Fed-
eral departments and agencies, and ensuring the integrity of the Nation?s infra-
structure, domestic security and entry and exit screening for influenza at the bor-

ers.

To date DHS has accomplished over 80% of the requirements outlined in the Im-
plementation Plan. DHS recognizes the key role of HHS in its responsibilities to
lead clinical disease surveillance and rapid detection during a pandemic, and, under
Emergency Support Function (ESF)-8, to plan, prepare, mitigate and support the
coordination of the public health and medical emergency response activities during
a pandemic under ESF-8, including the deployment and distribution of vaccines and
of antivirals and other life-saving medical countermeasures from the Strategic Na-
tional Stockpile. DHS also recognizes the Department of State’s role to lead the co-
ordination of international efforts including U.S. engagement in a broad range of bi-
lateral and multilateral initiatives that build cooperation and capacity to fight the
spread of avian influenza, to prepare for a possible pandemic, and to coordinate with
our neighbors Canada and Mexico. The Department of Agriculture (USDA) conducts
surveillance for influenza in domestic animals and animal products, monitoring
wildlife in partnership with the Department of the Interior, and working to ensure
an effective veterinary response to a domestic animal outbreak of highly pathogenic
avian influenza.

In working with our partners DHS has developed and implemented a number of
initiatives and outreach to support continuity of operations planning for all levels
of government and private sector entities. I will highlight a few noteworthy accom-
plishments and responsibilities under the Implementation Plan particular to DHS.

DHS produced and released the Pandemic Influenza Preparedness, Response, and
Recovery Guide for Critical Infrastructure and Key Resources (Guide). Tailored to
national goals and capabilities, and to the specific needs identified by the private
sector, this business continuity guidance represents an important first step in work-
ing with the owners and operators of critical infrastructure to prepare for a poten-
tially severe pandemic outbreak. The Guide has served to support business and
other private sector pandemic planning by complementing and enhancing, not re-
placing, their existing continuity planning efforts. With that in mind, the Federal
government developed the Guide to assist businesses whose existing continuity
plans generally do not include strategies to protect human health during emer-
gencies such as those caused by pandemic influenza or other diverse natural and
manmade disasters.

DHS is currently leading the development of specific guides for each of the 17 crit-
ical infrastructure and key resource sectors. These include agriculture, food, and
water, public health, emergency services, telecommunications, banking, defense sys-
tems, transportation, energy resources, and others. These guides are being devel-
oped utilizing the security partnership model and in collaboration with our Federal
partners.

In coordination with other Federal departments and agencies, DHS is developing
a coordinated government-wide planning forum. An initial analysis of the response
requirements for Federal support has been completed. From this analysis, a na-
tional plan defining the federal concept for coordinating response and recovery oper-
ations during a pandemic has been developed and will be undergoing interagency
review. Utilizing this planning process, a coordinated federal border management
plan has been developed and is currently in review. This process included state,
local, tribal, territorial, and private sector stakeholder input, along with our Federal
interagency partners.

DHS has conducted or participated in federal and state interagency pandemic in-
fluenza exercises which have focused on varied issues related to preparedness.
These exercises have included:

e FEMA’s Determined Accord series for continuity of operations with federal,
state, local, tribal, territorial entities.

e Several Customs and Border Protection exercises—addressing transportation
and border challenges.

e A U.S. Fire Administration tabletop exercise for development of best practices
models and protocols for EMS, 911 Call Centers, Fire Services, Emergency Man-
agers, Law Enforcement and Public Works. This will allow for further integra-
tion of a unified Federal, state, local and private sector emergency response ca-
pabilities.

e HHS sponsored regional National Governors Association Pandemic Influenza
exercises, CDC funded and provided guidance for state and local exercises, and
DOD pandemic influenza exercises.
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e Multiple workshops and forums with the owners and operators of critical in-
frastructure and key resources.

Consistent with his role under Homeland Security Presidential Directive (HSPD)
5, Secretary Chertoff pre-designated Vice Admiral Crea, the Vice Commandant of
the US Coast Guard, as the National Principal Federal Official (PFO) for pandemic
influenza and has pre-designated five regional PFOs and 10 deputy PFOs. Likewise,
our partners have pre-designated Infrastructure Liaisons, Federal Coordinating Of-
ficers, Senior Officials for health as well as Defense Coordinating Officers. VADM
Crea and the Regional PFOs have participated in several training sessions regard-
ing preparedness duties, and have held two orientation sessions to date. These ses-
sions included updates from the Department of State, the Department of Agri-
culture, the Department of Health and Human Services, the Department of Defense,
as well as updates from various DHS components and staff regarding their work
to date. Additionally, the PFO teams have begun outreach both nationally and in
their regions in advance of a more formalized exercise program which is being devel-
oped by DHS.

On an ongoing basis, DHS participates in interagency working groups to develop
guidance including community mitigation strategies, medical countermeasures, vac-
cine prioritization, and risk communication strategies. These groups bring together
a wide range of federal partners to discuss preparedness issues.

In closing, significant progress that has been made in national preparedness for
pandemic influenza. In fact, September is National Preparedness Month, which en-
courages all Americans to prepare for emergencies and take the necessary actions
for all-hazards. Many of these accomplishments can be incorporated into an all-haz-
ards framework to promote the national culture of preparedness. DHS looks forward
to continuing its partnership with the federal interagency, state, local, tribal, terri-
torial, and private sector stakeholders to complete the work of pandemic prepared-
ness and to further the nation’s ability to prepare for, respond to, and recover from
all-hazards.

Thank you again for the opportunity to testify on behalf of the Department of
Homeland Security on these issues of critical importance to our nation?s security
and well-being. I would be happy to answer any questions you might have.

Mr. LANGEVIN. Thank you, Dr. Jolly, for your testimony.

I now recognize Dr. Vanderwagen to summarize his statement
for 5 minutes.

Welcome.

STATEMENT OF RADM W. CRAIG VANDERWAGEN, MD,
ASSISTANT SECRETARY FOR PREPAREDNESS AND
RESPONSE, DEPARTMENT OF HEALTH AND HUMAN SERVICES

Dr. VANDERWAGEN. Thank you, Mr. Chairman.

And it is a great opportunity to come and visit with you about
the partnership between the legislative and the executive branch
that I think we have moved forward aggressively on over the last
couple of years.

As you may know, the Assistant Secretary for Preparedness and
Response was established approximately 10 months ago under the
Pandemic and All-Hazards Preparedness Act.

We had significant responsibilities transferred to us and signifi-
cant new authorities. We have tried to execute those in a very
timely manner. We have transferred NDMS. We have transferred
the Hospital Preparedness Program. We have transferred the
ESAR-VHP program.

We have taken on new authorities under BARDA. We are stand-
ing up the National Biodefense Science Board. And the list of ac-
complishments requested under the law we would be happy to
share with you in detail if you are interested.

However, I would note that in August there was a transfer of re-
sponsibility to the ASPR from the Assistant Secretary for Health
for pandemic planning and coordination within HHS.
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So I am here today to speak specifically about pandemic flu. And
you have articulated, I think, most succinctly the threat, the risk
and what the challenges are.

I believe that over the last year there has been significant
progress. I agree with Mr. McCaul. There has been significant
progress jointly among the states and the federal government.

There 1s a strong federal lift strategically planned to purchase
the ability to develop and deliver vaccines as part of our overall
strategic goal.

And as was noted by both of you, our strategic goal here, our the-
ory of victory, is a delay of this disease spread and a reduction in
the absolute number of individuals who will be affected by the dis-
ease.

And the first line investments to assure that included the devel-
opment of domestic capability in the production and delivery of vac-
cines and antivirals and diagnostics that would allow us to be very
astute in the way we employed those techniques in reducing the
rate of infection.

But as has been noted, it is also now time for us to review and
update what are the gaps that still persist and what are the chal-
lenges that are ahead.

Our belief is it should be built upon some of the success that has
occurred.

Accordingly, with our vaccine investments and our investments
in newer antivirals and in diagnostic capability, we are monitoring
those production capabilities and we have set up milestones for
that performance of activity and our funds that we have remaining,
and we have spent about $3 billion or so.

The balance of funds are established as a reserve to continue
that progress and development as they achieve certain milestones.

But there are persistent gaps, as I said. Those gaps exist in res-
piratory protection. They exist in how we can make community
mitigation even more effective potentially using the expanded pro-
duction capability in antivirals to perhaps use antivirals in a pro-
phylactic mode as opposed to a pure treatment mode, which is
where our previous investments have been.

These next steps, however, have to be built upon the concept of
shared responsibility. Again, as you both stated, the role of state
and local governments, of business and, indeed of individuals and
families needs to be explored further.

And their engagement in the gap filling process needs to be ac-
tive and needs to be present. We have started that process here in
the last couple of months and have met with business interests,
public health interests, medical interests in Seattle, in Raleigh.

We have other opportunities planned ahead for engagement of
those stakeholders in this process. And we think that that will help
us to determine how to divide the shared responsibility for develop-
ment of approaches to meeting those gaps.

There is a sustainment challenge that also lies out there in front
of us as well, because what we build today has to be sustained over
time, and those issues will need to be addressed. If not right this
minute, they will need to be addressed in the way ahead.

So in summary, ASPR has stood up. We accept the responsibility.
We work closely with our partners and view ourselves as being an
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integral part of the team led by DHS, but our shared responsibility
demands that we reach out to our stakeholders at the state, local,
family and individual level if we are going to move ahead with the
new steps that remain to be addressed.
And with that, I will stop and be happy to address questions.
[The statement of Dr. Vanderwagen follows:]

PREPARED STATEMENT OF RADM WILLIAM C. VANDERWAGEN, MD

Chairman Langevin, Ranking Member McCaul, and distinguished Members of the
Subcommittee, thank you for the opportunity to present the progress HHS has made
in national preparedness for pandemic influenza. Over the past two years, with the
$5.6 billion supplemental funding we received from Congress, we have worked close-
ly with our International, Federal, state and local partners to advance our prepared-
ness for pandemic influenza. While we all understand that preparedness is a process
that is never completed, the advances I will highlight for you today demonstrate
what can be accomplished when there is a shared vision and support for prepared-
ness. The threat of a pandemic remains a real one, and I appreciate that in holding
this hearing, you share our sense of urgency about our preparedness.

As you know, the President released the National Strategy for Pandemic Influenza
in November 2005, followed by a detailed Implementation Plan from the Homeland
Security Council (HSC) in May 2006. The HSC Implementation Plan assigned over
300 tasks across the Federal Government to improve our Nation’s preparedness for
pandemic influenza. HHS has made substantial progress in the nearly 200 action
items assigned to our department, completing over 80% in one year. These gains are
real and measurable, and they cover a broad range of preparedness, including en-
hancing our international laboratory networks, developing and releasing guidance
on community-based measures to mitigate the effects of a pandemic, and expanding
the Medical Reserve Corps program. We also released the HHS Pandemic Plan and
HHS Implementation Plan, and those are available alongside additional information
and planning resources at www.pandemicflu.gov. I will highlight for you specific ac-
complishments in three areas: State and Local Preparedness, Countermeasure Pro-
curement and Advanced Development, and Federal Preparedness.

All of these accomplishments are consistent with the mission of my office, which
Congress created in December 2006 through the Pandemic and All-Hazards Pre-
paredness Act. The ASPR mission is to lead the nation in preventing, preparing for,
and responding to the adverse health effects of public health emergencies and disas-
ters, and the vision we see is “A Nation Prepared.” Within HHS, my office coordi-
nates the preparedness and response enterprise, which focuses on the continuum of
preparedness from research and development of medical countermeasures to re-
sponse delivery platforms that support state and local responders in reaching our
citizens during an incident.

Our preparedness for pandemic influenza involves a shared responsibility among
our entire Department, our partners in the International community, the Federal
interagency, state, local, tribal and territorial governments, the private sector, and,
ultimately, individuals and families. In addition, we believe our planning for an in-
fluenza pandemic is part of an all-hazards approach. The gains we make in in-
creased preparedness and response capability for pandemic influenza will help us
across the spectrum of public health emergencies and disasters.

Enhanced State and Local Preparedness

By the end of this year, the Department will have awarded over $600 million in
emergency supplemental funding through the Centers for Disease Control and Pre-
vention (CDC) and ASPR to 62 awardees: 50 states, five U.S. territories, three Free-
ly Associated States of the Pacific, New York City, Los Angeles County, Chicago,
and the District of Columbia to upgrade state and local capacity in regard to pan-
demic influenza preparedness. The funding has occurred in three general phases:

Phase 1—$100 Million

Senior HHS officials, led by Secretary Leavitt, conducted Pandemic Influenza Pre-
paredness Summits in every state to facilitate community-wide planning and to pro-
mote shared responsibility for pandemic preparedness. To assess gaps in pandemic
preparedness and guide preparedness investments, CDC created an assessment tool
for awardees to use in evaluating their own jurisdiction’s current state of prepared-
ness.

The awardees were required to submit: (1) a gap analysis; (2) a proposed approach
to filling the identified gaps; and (3) an associated budget for the critical tasks nec-
essary to address those gaps. High priority areas being addressed include:
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Exercising pandemic incident command systems,

Linking animal and human surveillance systems,

Augmenting laboratory capacity,

Plans for vaccine and antiviral dlstrlbutlon mortuary affairs, and continuity
of essential functions

Phase 2—$250 Million ($225 million for four priority activities and $25 million for
competitive demonstration projects)

Of the Phase 2 funds, $225 million were used for four priority activities: (1) work
with jurisdictional colleagues in emergency management, community organizations
and other agencies to develop a jurisdictional workplan to address gaps identified
by the assessment process; (2) develop and exercise an antiviral drug distribution
plan; (3) develop a pandemic exercise schedule to include—at a minimum—medical
surge, mass prophylaxis, non-pharmaceutical public health interventions and the
antiviral drug distribution exercises; and (4) submit the jurisdictional pandemic in-
fluenza operational plan.

Three planning priorities were targeted—state/local exercises of key plans (mass
vaccination using seasonal flu clinics, community containment, medical surge); de-
Vizloping antiviral distribution plans; and review of statewide pandemic influenza
plans.

e 85% of the awardees used seasonal influenza vaccination clinics to exercise
mass prophylaxis plans (Highlights—some state medical boards used Emer-
gency Medical Technicians (EMTs) and paramedics to act as vaccinators to re-
duce the burden on public health staff; some states used drive-through clinics
to increase throughput and enforce social distancing.)

® 83% of the awardees participated in tabletop exercises of non-pharmaceutical
interventions and plans to contain the spread of pandemic influenza. (Emphasis
on school closing decisions and discouragement of large public gatherings; the
majority of awardees responded that gaps in their existing plans were identified
and that further planning refinements are necessary to produce viable and exe-
cutable plans. Funding in Phase 3 will help address these gaps.)

e Over 50% of the awardees reported conducting exercises of antiviral distribu-
tion plans.

e The public health and medical components of this funding supplement have
included two of the Target Capabilities identified as part of National Prepared-
ness under Homeland Security Presidential Directive 8: Mass Prophylaxis and
Medical Surge.

® 97% of the awardees have submitted pandemic influenza operational plans
that involve interaction and partnership with law enforcement and emergency
management (antiviral distribution), education, and business sectors (commu-
nity mitigation and continuity of operations).

The remaining $25 million Phase 2 funds will be used to make pandemic influ-
enza emergency supplemental awards based on performance. The funds will be
awarded competitively to awardees that successfully propose a plan to develop, im-
plement and evaluate pandemic influenza interventions. Proposals will be solicited
for public health interventions for which there are few data, unclear consequences,
or inconclusive effectiveness.

Phase 3—$250 Million Available.

CDC has awarded $175 million of Phase 3 funding to support awardees’ efforts
to fill gaps identified in Phases 1 and 2. The awardees will be required to utilize
the tools developed under the auspices of the Homeland Security Exercise Evalua-
tion Program to create planning, training, and exercise evaluation programs. A total
of $75 million will be awarded as supplements to the 62 entities that currently re-
ceive awards through the Hospital Preparedness Program (HPP) cooperative agree-
ments. Applications are due in October 2007.

The HPP transferred from the HHS Health Resources and Services Administra-
tion (HRSA) to ASPR in March of this year as directed under the PAHPA. The Pro-
gram has continued to focus on enhancing surge capacity. Priorities for Medical
Surge that were evaluated as part of the state plan review are as follows:

e States have the ability to report available beds which is a requirement in the
2006 Hospital Preparedness Program Cooperative Agreement,

o Effective use of civilian volunteers as part of the Emergency System for Ad-
vance Registration of Volunteer Health Professionals (ESAR-VHP) and Medical
Reserve Corps (MRC) programs,

e Planning for Alternate Care Sites,

e Development of Health Care Coalitions that promote effective sharing of re-
sources 1n surge situations—Will be funding 10 partnership demonstration
projects for $18.1 million in fiscal year 2007, and
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e Plans for providing the highest possible standards of care in situations of
scarce resources. ASPR partnered with the HHS Agency for Healthcare Re-
search and Quality (AHRQ) in the development of a Community Planning
Guide on Mass Medical Care with Scarce Resources. The guide includes a pan-
demic influenza case study.

The remainder of the Phase 3 funding has been allocated to the HPP program
for upgrading state and local pandemic influenza preparedness capacities. This
funding will establish stockpiles of critical medical equipment and supplies, as well
as be used to develop plans for maintenance, distribution and sharing of those re-
sources. This funding may also be used to support the planning and development
of alternate care sites (ACS) and medical surge exercises for pandemic influenza.
Examples of allowable activities include:

Stockpiles of ventilators, ancillary supplies and oxygen,
e Personal protective equipment (PPE) and infection control supplies,
o Alternate care sites—staffing, operational plans and exercises,
e Mass fatality plans and equipment and supplies, and
e Medical surge exercises.

T3Countermeasure Procurement and Advanced Development

HHS has also made tremendous progress in addressing the Pandemic influenza
medical countermeasure goals that emanate from the HSC Implementation Plan.

These goals are listed on the table below.

Vaccine To establish and maintain a dynamic pre-pandemic influenza vaccine stockpile avail-

Goal #1 able for 20 million persons: H5N1 stockpiles (40 million doses)

Vaccine To provide pandemic vaccine to all U.S. citizens within 6 months of a pandemic

Goal #2 declaration: pandemic vaccine (600 milliondoses)

Antivirals To provide influenza antiviral drug stockpiles for treatment of pandemic illness for

Goal #1 25% of U.S. population who we estimate will become clinically ill during a pandemic
(75 million treatment courses !)

Antivirals To provide influenza antiviral drug stockpiled for strategic limited containment at the

Goal #2 onset of a pandemic (6 million treatment courses)

Diagnostics To develop new high throughput laboratory and Point of Care influenza diagnostics for

Goal #1 pandemic virus detection

e Advanced Development:

o Cell-based vaccines. Current influenza vaccines are based on influenza virus
grown in fertilized chicken eggs. In an effort to modernize influenza vaccine
manufacturing for greater flexibility and less vulnerability, and to increase do-
mestic manufacturing capacity with the potential for surge production, six con-
tracts were awarded in 2005-06 for $1.1 billion to develop seasonal and pan-
demic cell-based influenza vaccines towards U.S.-licensure. In 2007 three manu-
facturers will begin late stage pivotal clinical evaluation of their cell-based in-
fluenza vaccines with sights set on Biologics License Application (BLA) submis-
sions to FDA in 2008. Further, one manufacturer has already broken ground
on new state-of-the art cell-based influenza vaccine manufacturing facilities in
North Carolina with completion scheduled in 2010. The ultimate goal here is
to strengthen the U.S. domestic manufacturing system and to ensure adequate
U.S.-based production capability.

o Antigen-sparing vaccines. To stretch the domestic pre-pandemic influenza vac-
cine manufacturing capacity further and to provide vaccines with broad cross-
protective immunity, three contracts were awarded in January 2007 for $133
million to develop antigen-sparing pandemic influenza vaccines towards U.S.-li-
censure. These H5N1 vaccine candidates formulated with new adjuvants show
great promise in mid-stage clinical evaluation with expectations that one or
more will be submitted as BLAs in 2008 for licensure. An adjuvant is a vaccine
additive that amplifies the immune response. HHS is coordinating studies with
a number of manufacturers to determine whether these adjuvants can be used
safely and effectively with H5N1 vaccine antigens currently in the stockpile
that have been produced by different manufacturers—a key step toward expan-
sion of the pre-pandemic vaccine stockpile supply.

1This figure assumes a severe, 1918-like pandemic.
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e Next generation vaccines. Our investments in cell culture technology men-
tioned above will expand production capability. Because of the time vaccine pro-
duction takes (20—23 weeks from identification of the pandemic virus), we are
also investing in next generation vaccines with shorter production timelines. To
provide pandemic vaccine earlier after the onset of a pandemic, a synopsis for
a contract solicitation was issued in August 2007 to seek proposals for advanced
development of next generation recombinant influenza vaccines over the next
3—5 years with the goal of accelerating the development of new vaccine tech-
nologies that will greatly shorten vaccine production timelines in a pandemic.

e Antivirals. Until recently, there was little incentive for manufacturers to de-
velop new approaches to treat influenza. Currently, we have only two classes
of antiviral drugs that are effective against influenza. Only one of those classes
of drugs, the neuraminidase inhibitors (oseltamivir [Tamiflu®] and zanamivir
[Relenza®]), is being actively stockpiled because of the development of resist-
ance to the older class of antiviral drugs. As our options are limited, we need
new antiviral candidates in case clinically significant resistance to our current
stockpile of antiviral drugs develops. To promote the advanced development of
new influenza antiviral drugs towards U.S.-licensure, a contract was awarded
in January 2007 for $102 million to develop peramivir, a neuraminidase inhib-
itor that may be administered in life-threatening influenza illnesses. This drug
is in mid-stage clinical evaluation presently. In 2008 more influenza antiviral
drug candidates will emerge in the pipeline that may be ready for advanced de-
velopment and eligible for funding. We need new antiviral candidates should
the viruses become resistant to the currently available antivirals.

Diagnostics. To provide healthcare professionals with a means to distinguish
pandemic influenza viruses from other respiratory pathogens including seasonal
influenza viruses, four contracts for $12 million were awarded in November
2006 for development of rapid point-of-care diagnostic devices. By the end of
2007, two of these devices will be evaluated independently for further clinical
development with expectations of licensure submissions in 2009. Solicitations to
award contracts for development of high throughput laboratory and single-use
home diagnostics for pandemic influenza are also expected to be issued by the
end of 2007.

Ventilators. To close the enormous gap in the availability of ventilators, which
will be essential to treat severely-ill patients during an influenza pandemic, a
Blue—Ribbon Panel will be assembled this fall to establish the product require-
ments for a next generation affordable, mobile ventilator. A contract solicitation
will be issued early in 2008 for the advanced development of next generation
ventilators.

e Federal Stockpile Acquisitions.

e Vaccines. To establish pre-pandemic vaccine stockpiles, multiple contracts
have been awarded for over $900 million between 2004 and 2007 to U.S.-li-
censed influenza vaccine manufacturers to develop and produce at commercial
scale using licensed manufacturing processes and facilities for egg-based inac-
tivated split H5N1 vaccines against multiple virus clades. These stockpiling ef-
forts led to the U.S. licensure of the first HSN1 vaccine in April 2007. To date
15 million vaccine single antigen doses have been manufactured as bulk vaccine
product, and 11 million more doses will be manufactured this fall for a total
of 26 million by the end of 2007. I should note, however, that while pre-pan-
demic vaccine stockpiles are based on our best assumptions of what virus
strains are likely to present during a pandemic, they may not closely match the
virus that actually arrives. Finally, Secretary Leavitt issued a Pandemic Re-
sponse Emergency Preparedness Act declaration in January 2007 to provide
comprehensive liability immunity for manufacturers and administrators of
H5N1 influenza vaccines.

Antiviral Drugs. The Pandemic Influenza Plan seeks to ensure the availability
of antiviral treatment courses for 25 percent of the U.S. population or 81 million
treatment courses. To meet the federal stockpile goal of 50 million treatment
courses of influenza antiviral drugs for treatment during a pandemic, 37.5 mil-
lion treatment courses of U.S.-licensed neuraminidase inhibitors were pur-
chased in 2006-07 and delivered to the Strategic National Stockpile (SNS). The
U.S. now has domestic manufacturing capabilities for these drugs. The remain-
ing 12.5 million treatment courses will be purchased in fiscal year 08 upon ap-
proval of the pending appropriation request. To assist States in meeting their
collective pandemic stockpile goal of 31 million treatment courses of influenza
antiviral drugs, $170 million was allocated to subsidize state purchases made
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using a federal contract with manufacturers of antiviral drugs. To date the
States have purchased 15.1 million treatment courses of influenza antivirals for
their stockpiles and are expected to reach the overall goal by July 2008.

Ventilators. The SNS will purchase 2000 new ventilators in 2007 for distribu-
tion during a pandemic or as required in other all hazards incidents and states
can invest in ventilator procurements through the investments being managed
through the HPP program.

o Syringes. The SNS will purchase in excess of 20 million syringe/needle units
in 2007 for usage with pre-pandemic influenza vaccines.

e Infrastructure Building.

o Vaccines. To utilize existing facilities for pandemic influenza vaccine manu-
facturing, two contracts were awarded in May 2007 for $133 million for retro-
fitting existing domestic biological manufacturing facilities for production of
egg-based influenza vaccines and providing warm base operations for up to five
years. A contract solicitation for proposals to establish new domestic cell-based
influenza vaccine manufacturing facilities is also expected in 2008 with manu-
facturing capacity requirements of at least 150 milliondoses of pandemic vaccine
within six months.

While we have been making great strides with procurement and advanced devel-
opment we have also drafted guidance on how to maximize these investments. We
believe it’s important to work with stakeholders in order to finalize that guidance,
and that preparedness is best achieved not just by focusing on producing additional
products, but by assuring that they are deployed and used optimally. This requires
leadership in developing guidance and promoting preparedness, consultation with
those who have a critical role in implementation (including states and professional
societies), and understanding and overcoming any barriers to achieving success.

Federal Preparedness Planning

For the past six months, ASPR has been a lead partner in the development of
a U.S. Government-wide Pandemic Influenza Strategic Plan, which describes what
steps Federal Departments will take to respond to the emergence of a novel influ-
enza virus abroad and here in the homeland. This strategic planning process further
codifies the HHS public health and medical responsibility to mitigate illness and re-
duce deaths during a pandemic through the provision of medical countermeasures
and materiel, community mitigation guidance, necessary laboratory and surveillance
tools, and some of the nation’s finest public health and medical emergency response
personnel.

The Department’s operational plan for pandemic influenza response details how
HHS will fulfill its important responsibilities and how ASPR will coordinate the de-
ployment and utilization of HHS assets and expertise. This plan, or playbook as we
call it, will be further refined in the coming months to ensure a seamless integration
with the U.S. Government-wide Plan. Further, HHS Operating Divisions including
the CDC are developing their own detailed operational plans that are aligned with
the Department’s plan to enable a cohesive Departmental preparedness approach.
A goal for next year is to work with states to develop regional playbooks that will
continue to promote integrated planning across all tiers of government.

HHS held a number of exercises to test the operational plans I have described.
ASPR hosted Department-wide exercises with senior leadership to test how we will
leverage the full scope of HHS resources and capabilities in response to pandemic
influenza. ASPR has pre-identified six Senior Federal Officials to work in coordina-
tion with the pre-designated Pandemic Influenza Principal Federal Officials, and
our Senior Federal Officials are engaged in State-sponsored exercises taking place
in their regions. In addition, CDC launched an extensive exercise program to iden-
tify planning gaps and stretch the limits of their assumptions and response strate-
gies.

The last two exercises have included state participation to promote seamless pre-
paredness integration across the different tiers of response. The state participants
were actively involved in the planning meetings leading up to the conduct of both
of these CDC-sponsored exercises.

e April 25—27, 2007: coordinated activities with State Emergency Operations
Centers (EOCs) and State Health Department EOCs from three states (Arkan-
sas, Florida and Ohio).

e August 14—16: CDC Pan Flu Surge exercise, where representatives from five
states (Arkansas, Florida, Georgia, Michigan and Ohio) served in our Exercise
Control Group to replicate the activities of their states and those of other states
that were not actively represented.
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The CDC’s Division of Strategic National Stockpile (DSNS) also conducted a num-
ber of exercises. For example:

—Operation Wild Canary, a full scale exercise executed in partnership with the
State of Iowa. The purpose of the exercise was to test antiviral distribution from
the federal stockpile down to the local treatment facility. During the exercise
the DSNS deployed training material exactly replicating Iowa’s pro-rata alloca-
tion of antiviral drugs to the state receipt, stage, and store site in Des Moines.
From there the state sent antiviral drugs on a pre-established allocation to dis-
tribution hubs throughout the state. Local treatment facilities then received
their antiviral allocation from the distribution hubs.

Some examples of state and local promising practices in pandemic influenza ac-
tivities include:

—Maine

e Formed pandemic influenza workgroups on all levels including:

o Statewide Steering Committee including public constituents
e County Pandemic Influenza Planning Groups including public con-
stituents and association and governmental members at the county and
local level.
e Intergovernmental Pandemic Influenza Planning Committee includ-
ing the Departments of Agriculture and Inland Fisheries, the Maine
Emergency Management Agency, and Maine Emergency Medical Serv-
ices.

—Wisconsin

The state has significantly improved planning for treatment centers resources and
personnel. As a result of pandemic influenza planning the state has a better under-
standing of their treatment facilities’ capabilities, as well as an accurate location
and point of contacts for each treatment facility, which has helped to improve their
overall level of preparedness.

—Atlanta, Georgia and Los Angeles County, California
e Both cities are working with the Business Executives for National Secu-
rity (BENS) to engage local corporations in preparedness planning.
e In an upcoming exercise drill, the L.A. Business Force/Homeland Security
Advisory Council will be the first private-sector representative ever in-
cluded in a security exercise at the vital Port of Los Angeles/Long Beach,
the gateway for 40 percent of all U.S. trade.

Thank you for the opportunity to present the progress HHS has made in national
preparedness for pandemic influenza. With your leadership and support, we have
made substantial progress. The threat remains real, and we have much left to do
to ensure that we meet our mission of a Nation prepared for a potential influenza
pandemic.

This concludes my testimony. I will be happy to answer any questions.

Mr. LANGEVIN. Thank you, Dr. Vanderwagen.

I thank all the witnesses for their testimony. Each of the mem-
bers will have 5 minutes to question the panel. And I now recog-
nize myself for questions.

Again, I want to thank you all for your testimony. Let me ad-
dress a question to the panel.

To me, it would seem that an effective system of planning and
response to pandemic influenza is one in which it would have
broad-ranging benefits in other areas of public health threat,
whether naturally occurring or manmade.

So my question would be how does pandemic flu planning help
in other ways? And what are we doing to ensure that it is helping
in other ways?

Again, it would seem to me that we should be thinking about
this as we develop plans so that we might spend dollars more effi-
ciently.

Dr. JoLLy. I will begin, sir. I think that you are correct. There
are a number of ways in which a pandemic planning process can
assist other planning processes.
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In the health focus, which I think Admiral Vanderwagen will
focus on, there are certainly some areas of synergy. And outside of
the purely health realm, when we think of operations of critical in-
frastructures, continuity planning and complex organizational
structures that may be required for complex crises, the pandemic
planning we have done related to those issues certainly can help
those.

There are some unique aspects, as we have discussed, with pan-
demic—the length of time that it lasts, the wave nature and some
of the specific issues. But some of those continuity planning proc-
esses and the operational planning at the federal level certainly
apply to those.

And we have really taken the tack now of trying to apply those
to a broader set of hazards.

Dr. VANDERWAGEN. Yes, I agree with Til wholeheartedly, and I
will just give you one example. And, sir, I have been to your state,
Rhode Island, and visited the Rhode Island Medical Center, visited
with the staff up there.

There are great examples of how all-hazards preparedness as ap-
plied to pandemic or any other disaster are demonstrated, and I ex-
pect that we will hear some of that today.

This first part of the week I was down in North Carolina for a
couple of days visiting with them around their planning. And last
year alone in North Carolina, they conducted 87 exercises for pan-
demic flu.

But what was clear was that they were using assets that they
would deploy and involve in just about any sort of hazard. Hurri-
cane is one that they live with frequently there in North Carolina.

But the exercises, while focused on pandemic flu and some of the
unique qualities, as Til suggested, they were exercising the whole
system—the communication between public safety and health, the
delivery of assets to communities, and that could be for any infec-
tious disease or other demand.

So I think there are some great examples where the states and
localities really are using pandemic to build an all-hazards re-
sponse base while having the unique capabilities for pandemic.

Ms. STEINHARDT. If I can just add to Dr. Vanderwagen’s com-
ments, the important thing in any emergency that requires the
enormous amount of coordination across multiple sectors and mul-
tiple actors is building those relationships before emergencies
occur.

You can’t start getting to know people in the middle of an emer-
gency. So having those relationships in place, understanding who
one is supposed to turn to—all of that is very vital to being able
to respond effectively in an emergency.

And so any kind of planning and exercising that forges those re-
lationships is going to benefit us in any emergency.

Mr. LANGEVIN. Let me follow up with this. Some would argue
that the grant strategy—the grants that are offered to states, for
example, are not well coordinated and that, you know, you can
spend money if it is for preparedness for pandemic flu, but you are
not able to spend that money in other areas that could be part of
the response system to a public health threat.
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And someone argued that there is not good coordination in how
you are writing and offering grants to states and other areas.

So can you comment on that, you know, the coordination between
DHS and HHS grants, for example?

Dr. VANDERWAGEN. Yes. And there is a real risk there of a dis-
connect and bureaucratic silos at play.

But I think that the most recent amount of money that we pro-
vided to the states, $75 million for pandemic flu, included guidance
that would allow them to purchase assets that have utility in other
than pandemic flu—ventilators, for instance, may be useful in a va-
riety of settings not limited to pandemic flu.

In terms of engagement with our DHS colleagues—and again, 1
will give you a North Carolina example. They were looking to de-
velop a paratransit capability for evacuation of patients with spe-
cial needs.

And what they were able to do was merge USERA grants, CDC
grants and the ASPR Hospital Preparedness grants using the au-
thorities of each one of those to put together a package that would
allow them to purchase and have constructed the appropriate para-
transit equipment.

It takes extreme work and communication on our part at the fed-
eral level, but I think the states that have been most successful
also take a collaborative internal approach to this where they look
at all the grants and they look at how they can use it for the ends
that they are really trying to achieve.

So I think it takes work at both the federal level and the state
level to try and make those work effectively together.

Dr. JoLLy. And I would concur with Admiral Vanderwagen and
Ms. Steinhardt that the opportunities in pandemic preparedness
based on the grant funding for pandemic really play out in overall
all-hazards preparedness, giving public health, emergency manage-
ment, security, law enforcement—all the elements that come to
play in complex crises—an opportunity to sit down together and go
through scenarios, while mostly focused on pandemic in this case,
allow them to get to know each other, get to know their various
needs and the unique aspects of their roles, and help to coordinate
those, and can only have benefits for other crises.

Ms. STEINHARDT. I hope to be able to answer your question bet-
ter in a few months, because we are actually looking at these
issues of state and local planning and exercising currently in an
ongoing engagement for this committee.

But I want to say now that one of the things we have observed
is that this is a longstanding, I think, challenge to better integrate
not only the funding but the communities themselves of public
health and emergency management.

They still speak different languages. They have different vocabu-
laries. They are getting to know one another. And I think around
pandemic planning is the immediate task at hand, but it will work
in other areas as well.

Mr. LANGEVIN. Thank you.

Let me turn to the GAO, to Ms. Steinhardt, for a minute. I was
troubled when I read in the GAO’s report on the National Strategy
that both the Secretary of Homeland Security and the Secretary of
Health and Human Services would be co-leaders during an influ-
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enza pandemic but that how they would actually lead at the same
time has not yet been made clear.

You made reference to this in your opening statement. Could you
expand on this finding?

Ms. STEINHARDT. This is a kind of new model for us in the fed-
eral government to have these shared responsibilities.

I think it is appropriate to recognize that for the major chal-
lenges like pandemic influenza that face the nation that it does
take the efforts of multiple departments and competencies.

But how exactly that works still has to be figured out. That is
why we argued so strongly for having tests and exercises. Only
when you go through a simulation of an actual situation can those
kinds of details be worked out.

We understand it conceptually, but how it would work in practice
we need to see.

Mr. LANGEVIN. As a follow up, Dr. Jolly and Dr. Vanderwagen,
during a pandemic when would the Secretary of Homeland Security
%eag?and when would the Secretary of Health and Human Services
ead’

Dr. JoLLy. Well, under the construct, the Secretary of Homeland
Security is responsible for overall domestic preparedness and inci-
dent coordination at the federal level and would lead the overall
federal activities, while the Secretary of Health and Human Serv-
ices led the health and medical response, which is a very large job
just by itself.

And our PFO group, our Principal Federal Official group, work-
ing with HHS, FEMA, our operations—and others are working
{:hrolugh the exact specifics of how that works down at the lower
evels.

Dr. VANDERWAGEN. Yes. I agree with that. We, I think, under-
stand ourselves as having a finite and discrete responsibility under
the overall leadership of DHS.

Where this becomes an incident that has national significance,
there is no question, the leadership resides with the Secretary of
Homeland Security.

With regards to public messaging, with regards to strategic
thinking about application of assets to the medical and public
health piece, we have that responsibility, but that still resides
under the overall leadership of the secretary of homeland security.

And the constructs—that is, the actual operational planning—is
as Til has described, and I think Ms. Steinhardt did as well. That
operational construct is now being established.

And in fact, we have tested it some in that Vice Admiral Crea
and some of her folks have participated in CDC exercises around
pﬁndemic flu to begin to see how the health nests under her leader-
ship.

Mr. LANGEVIN. Well, this is obviously an area we want to con-
tinue to watch and to be involved in. Obviously, we can’t wait until
an actual event occurs and hope that, you know, the left hand
knows what the right hand is doing.

And as Ms. Steinhardt pointed out, you know, conducting exer-
cises and actually simulating this is really the best way to make
sure it is going to function properly in the event that a national
emergency like this would occur.
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With that, I now recognize—well, actually, before I do that, let
me just welcome the gentleman from New Jersey, Mr. Pascrell,
who has joined us, and was an original member of the Homeland
Security Committee when it was a select committee and left for a
brief time when he went on the Ways and Means Committee. And
now he is back joining us, as well as being on Ways and Means,
also on the Homeland Security Committee.

Welcome back, Bill.

The chair now recognizes the gentleman from Texas for 5 min-
utes for the purpose of questions.

Mr. McCAUL. I thank the chairman.

I do want to welcome back Mr. Pascrell to the committee. It is
good to have you here.

As we approach the flu season, it is a joyful time of the year. I
get to drag my five little children, kicking and screaming, to the
doctor’s office, holding them down as they get their flu vaccines.

We try to anticipate the next sort of mutation, if you will, in
preparation for this vaccine, and overall I think we have been very
fortunate in terms of our ability to predict and foresee.

The issue with a pandemic would be a mutation that would be
unforeseen, some sort of variation like the avian flu that suddenly
becomes, you know, transmittable human to human.

And that is a scenario that we obviously are most concerned
with. And how do we stop it? As we all know, it has been about
40 years since we have had one in this country, and we are long
overdue for that.

My first question is more science related. So for the two doctors
that we have, in terms of vaccines, you know, it seems to me that
in the event we have a pandemic that is an unforeseen mutation
of a virus, the ability to quickly develop a vaccine would be key in
terms of minimizing the loss of life.

I know that there has been some research now going from egg-
based to cell-based vaccines, and I would like to hear from you in
terms of the progress that we have made in that regard in terms
of developing, you know, vaccines that we can get to, you know, the
market more quickly.

Dr. VANDERWAGEN. Yes. Well, it is an extremely good question,
and one that we have really tried to focus on pretty steadily.

Our investments have been with multiple manufacturers to de-
velop cell-based technologies for production in this country.

That doesn’t provide a tremendous amount of shortening of the
time period from the time the virus is identified until you have a
manufacturing capability to put it out there, but it is a cleaner,
more modern and sophisticated technology that doesn’t depend on
chickens for eggs.

And in an avian flu, that is—you know, we have biosecurity and
so on, but still, it is shifting to that new technology.

Where we think there will be the breakthrough in terms of re-
ducing the production time from the identification of virus to the
actual production capability of vaccine at production levels is with
the development of a recombinant vaccine.

And we are about ready to award a contract for a producer of
that, and we hope to have a couple producers in that game, not
limited to one, that would allow us to see if, in fact, the promise
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of an 8-week turnaround instead of a 20-week turnaround is as we
think it might be.

That combined with the developments now in adjuvant therapies
added to the antigen—remember, the vaccine has an antigen that
stimulates your immune system—now the technologies of devel-
oping adjuvants that augment that immune response at a much
lower dose of antigen.

And the research in this area is also very promising. If it plays
out, and there are clinical studies under way now to assure that
they are safe and effective, as advertised—if that works out, it may
give us a twentyfold increase in our existing pre-pandemic vaccine
stockpiles.

And in the future, if we have to produce a new vaccine, it will
change the character of how much we need to develop an antigen
in order to get a good vaccine with a good immune response.

So progress is moving along very smartly in the technology and
science arena here with vaccine development for influenza, particu-
larly pandemic flu.

Mr. McCAUL. Can you forecast maybe the time frame that that
technology would be available?

Dr. VANDERWAGEN. I think the RPA that is the recombinant
technology for this—proof of concept is out there. We are talking
a year or so. 2010 we think we will have that available—is the way
we are thinking about it.

The adjuvants that I mentioned to you may occur sooner than
that. In 2009, perhaps we will have final clinical efficacies, and ev-
erybody will be convinced that we have got the safe product for pre-
use.

Mr. McCAuUL. Dr. Jolly?

Dr. JoLLy. We certainly support that. I think the planning and
the community mitigation guidance and other strategies take into
account the current situation, but we certainly support further re-
search.

And I think this argues for a couple of things. One, the vaccine
research for pandemic can only benefit vaccine research for other
diseases.

And I think there is a wide range of things both in the emer-
gency management realm and just in public health that this can
really help. If this technology works for one, it can certainly work
for others.

I also applaud and sympathize with your efforts to get your fam-
ily vaccinated.

And that really argues for our increased vigilance and message
to the public about seasonal flu and to really utilize the seasonal
flu vaccine because seasonal flu is not a trivial matter just by itself.

Mr. McCAuL. Well, I find it to be a very exciting and promising
area, and the other—this is also sort of more science-based, but
antivirals—where are we with those?

And also, where are we with the stockpiles in the event of an
outbreak?

Obviously, as you mentioned, Dr. Vanderwagen, about the idea
of them being used as both prophylactic and after exposure—do we
have enough, say Tamiflu and other antivirals? Do we have enough
stockpiled right now in the event there is a pandemic outbreak?
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Dr. VANDERWAGEN. Well, let me answer the first part of that
first, and that is where are we. We are on plan. You may recall
that we strategically made the decision to purchase enough to treat
everyone that we thought would be at risk and got ill.

And so the planned investment was to purchase adequate
amounts with our state partners to treat 25 percent of the popu-
lation who we projected would be ill. We are on plan for that.

The last purchases to fill out the 81 million treatment courses for
that will occur in fiscal year 2008.

With regards to the use of antivirals in prophylaxis, we made
that strategic decision about purchasing for treatment because at
the time, production capability was fairly limited, 15 million or so
a year treatment courses.

Now that production capability is much more robust than that,
which gives us the opportunity to visit with our stakeholder part-
ners—the states, businesses, even down to individuals and fami-
lies—the question of where is the responsibility for shared acquisi-
tion if, in fact, the science supports the use.

And that is sort of a question that we are analyzing right now.
What is the science base for using antivirals in a prophylaxis envi-
ronment and what are the risks of doing that in terms of devel-
opi{‘l)g resistance, for instance, and therefore losing the utility of the
tool?

We are also developing additional antivirals, at least one that at-
tacks at the same spot that Relenza and Tamiflu—I am drawing
a blank there—aging, what can I tell you—that is similar in action
but can be delivered through the bloodstream parenterally, as we
say in medicine, which for extremely sick people would be another
alternative that would be very useful.

So there are developments on the horizon. There are some gap
questions to be answered both from a science perspective and from
a shared responsibility perspective.

But if, in fact, the science supported it and we worked out the
shared responsibility, there is a potential use there in post-expo-
sure prophylaxis and for those who are at high risk like medical
workers of acquiring the disease.

We know, for instance, in seasonal influenza 15 percent to 30
percent of health workers in hospitals taking care of very ill people
with flu get sick. So there is another target population at risk that
we need to consider.

Mr. McCAUL. Ms. Steinhardt and Dr. Jolly, if you could comment
on that as well, is our stockpile, national stockpile, of antivirals
adequate to meet the need if a pandemic occurs this year?

Ms. STEINHARDT. Well, I can’t say that we have assessed that
specifically, but I think a lot of it has to do with whether we
change the use of antivirals.

If we are using them just as treatment—and obviously, we don’t
have enough to treat the entire population—or if we are going to
use them prophylactically.

But I must say that this is now the opportunity to think about
if we do have limited supplies, whether of antivirals or vaccines, if
we were to have pandemic influenza in the nearer term, what sort
of priorities are we going to set for distributing those supplies.
That is, I think, a key question for us.
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Mr. McCAUL. Dr. Jolly?

Dr. JoLLy. I would agree with Craig. We are building up the
stockpile, and we are shifting from an analysis that involves purely
treatment to potentially a larger amount of that for prophylaxis
and trying to develop the science base, because there is no medi-
cine that doesn’t have a risk associated with it, and there certainly
are risks associated with wide use.

And the other point I would make is that antivirals are not the
entire answer. We really want to be careful to make everyone un-
derstand that having an antiviral isn’t necessarily 100 percent cu-
rative or preventative.

But in fact, it is incorporated into a wide range of strategies that
don’t include pharmaceuticals such as the community mitigation
strategies that were led by the CDC with multiple agencies in-
volved that are really part of the overall strategy.

Mr. McCAUL. I see my time has expired, but I want to close with
the same point that the chairman made, and that is the exercises.
I think there has been one exercise to date. Was that a tabletop
or was that a field exercise?

Ms. STEINHARDT. It was a tabletop exercise, and it was before ac-
tually the issuance of the Plan.

Mr. McCAUL. The Plan. Yes.

I would strongly encourage, Dr. Jolly, that you consider con-
ducting a field exercise in the event a pandemic broke out.

I think having worked with the Joint Terrorism Task Forces in
my prior lifetime, I think when you do these things in the field, you
kind of get a better sense for who is supposed to be doing what in
a real sense.

So with that, I will yield whatever time in have left, which I see
is zero.

[Laughter.]

Mr. LANGEVIN. And then some.

[Laughter.]

Mr. LANGEVIN. I thank the gentleman.

And the chair now recognizes the gentleman from New Jersey for
5 minutes.

Mr. PASCRELL. Thank you, Mr. Chairman. It is good to be back.

I follow this issue very carefully, and I have some questions for
the Rear Admiral Vanderwagen.

I want to thank you for convening the hearing. I appreciate the
administration appearing today. This is very important, because I
believe that the sense of urgency shown by Congress and the ad-
ministration has diminished, and not increased, in recent months.

Despite the fact that the World Health Organization has now
confirmed a total of 327 cases of avian flu and 199 deaths, includ-
ing recent disturbing reports out of Vietnam Egypt and Indonesia.

To date, I understand the administration has requested and Con-
gress has appropriated $6.1 billion for implementation of the $7.1
billion National Strategy on Pandemic Influenza, including $2.3 bil-
lion most recently on the fiscal year 2006 emergency supplemental
appropriations bill.

This administration has been evasive in answering questions
about why the funds allocated for the purchase of the antiviral
drugs have not been spent to complete the stockpile.
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I have here in my hand three letters. These three letters went
to Secretary Leavitt from the House Republican leadership in June,
one letter came from the House Democratic leadership in August,
and the last letter is from Senator Thad Cochran, who wrote that
letter to the Secretary in September.

All of them ask the question why we have only purchased enough
drugs for 15 percent of the population when the NSPI calls for 25
percent of the population to be covered by the stockpile.

And my first question to you, Rear Admiral, is why have these
letters gone unanswered?

Dr. VANDERWAGEN. I can’t speak to that, sir. I will have to ask
that question of the executive secretary and the folks who manage
the correspondence.

Mr. PASCRELL. You don’t know why the letters have been unan-
swered. I mean, they came from all sectors of the campus here, and
we still don’t have an answer for them.

This committee doesn’t have an answer for them. The Congress
doesn’t have an answer for them. Who in God’s name do you think
you are kidding? Who do you believe we’ll believe on this side of
the aisle—excuse me, if I may continue—the urgency of this situa-
tion?

Who do you think is going to believe you?

Dr. VANDERWAGEN. Let me go back to your first question.

Mr. PASCRELL. Sure.

Dr. VANDERWAGEN. I have just been informed that two of those
answers have been provided to the Hill for the first two of those,
and we will provide documentation of that for you, sir.

Mr. PASCRELL. We don’t have those answers yet, and we would
like to have those answers.

Dr. VANDERWAGEN. Right.

Mr. PASCRELL. Do you know what is contained in them?

Dr. VANDERWAGEN. I haven’t seen them myself, no, but I——

Mr. PASCRELL. In addition, Rear Admiral, how much of the fund-
ing allocated to you has been set aside for antiviral purchases, and
how much has been set aside for vaccine purchase and develop-
ment?

Dr. VANDERWAGEN. Right.

Mr. PASCRELL. Have all of these funds been spent?

Dr. VANDERWAGEN. We currently have obligated $3.2 billion, $2.4
billion of that for vaccines including cell-based vaccines, antigen
sparing activities, facilities retrofitting, international vaccine devel-
opment, the H5N1 pre-pandemic stockpile.

We have a total commitment of $796 million for antivirals. That
includes $103 million for advanced development, $523 million for
federal stockpiles and $170 million for state stockpiles. We have an
additional $27 million invested in advanced diagnostics.

Mr. PASCRELL. So how much haven’t you spent?

Dr. VANDERWAGEN. We have a balance remaining that is set
aside in reserve for those advances that we have agreed to work
with the vaccine companies to do. We are monitoring their
progress. We have agreed to milestones. And when they achieve
those milestones, we would continue to make investments.
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That was our business arrangement with those producers, that
if they hit certain milestones in production, we would then advance
further investment.

Mr. PASCRELL. Why is it that we apparently had—and there is
no seamless solution. We understand that. But why haven’t we
used our capacity to purchase and stockpile the very drugs we
know that work?

And we have sent mixed signals to the pharmaceuticals. They
are not going to continue to make these unless, you know, we pur-
chase them.

And if they have been tried, if they have been tested, it seems
to me that we are circumventing the solution, not exercising ur-
gency and talking about developing another set of solutions, which
you know is going to be 3 years to 5 years. Let’s go back to the
history of these things.

I don’t understand that. Maybe you can help me understand.

Dr. VANDERWAGEN. The investments that we were to make for
antivirals for treatment are on plan. We have stated forthrightly
that we would purchase X amount in 2007 and we would purchase
the balance of that in 2008. There has been no real change in that
plan. That is out there in the marketplace. That has been a con-
sistent message from us.

The advanced development investments we think by 2010 will
have payoffs that have huge benefits for the population, as you
may have heard me respond to Mr. McCaul.

Mr. PASCRELL. I think that, Mr. Chairman, if I may conclude—
my time is up—I really still don’t sense the urgency that is nec-
essary that on both sides of the aisle has been expressed and is not
being implemented.

And I would hope that through the chair and through the rank-
ing member that this could be brought to bear, in that we can get
the answers that they talk about in these letters, which started 4
months ago, 5 months ago.

And now we are hearing at this committee hearing that there are
answers but they just haven’t gotten to us yet. Would you please
follow up on that, sir?

Mr. LANGEVIN. Absolutely.

Mr. PASCRELL. Thank you.

Mr. LANGEVIN. I can guarantee that to the gentleman. And I
thank the gentleman from New Jersey for his questions. You clear-
ly have not lost your passion for homeland security issues. I thank
the gentleman.

In consultation with the ranking member, what we would like to
do—there are two votes on right now. Hopefully that will go quick-
ly.
We would like to go for a second round of questions with this
panel, since many members are at markups and other meetings
right now. We will go for a very brief second round with this panel
and then go to the second panel when we return.

I would say that we should be back here in about 20 minutes.

With that, the committee stands in recess.

[Recess.]

Mr. LANGEVIN. The committee will come to order. I thank the
witnesses for waiting.
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And I understand that at least two of our guests have a meeting
at the White House actually for an exercise that is going on right
now, so we are going to be very brief and adhere to the 5-minute
rule, and hopefully we will get you out of here in just a couple of
minutes.

If I can talk to Dr. Jolly and Dr. Vanderwagen—let me address
my questions there We were talking about earlier how we can bet-
ter coordinate homeland security and HHS grants with respect to
pandemic flu that could be also beneficial in other areas.

Let me ask this. How can we better coordinate all public health
grant monies, especially those that come from HHS? Again, my un-
derstanding is that not all grants have common goals and perform-
ance measures.

My question is: is there a system in place at HHS to coordinate
things like goals and performance measures, especially when there
are multiple grants, perhaps some from CDC, some from the ASPR,
dealing with the same topics, such as pandemic flu?

Dr. VANDERWAGEN. Yes, sir, Mr. Chairman, and indeed, there is
a fairly well defined process of planning that goes into the grant
guidance that we provide, remembering that the Centers for Dis-
ease Control’s investments are more targeted at public health types
of interventions and public health programs at the community
level, where the hospital preparedness dollars are really targeting
the medical side of that.

Our interest here is to see the public health and the medical
community act in concert on these activities. And unfortunately, in
this country, we had seen a large gap develop between the public
health and medical communities.

And one of our goals is to bring them into greater proximity. Ac-
cordingly, we are not only trying to align the expectations from the
grants, recognizing that public health is slightly different than clin-
ical medicine, we are also now trying to bring our grants into the
same time sequence as the DHS grants so that the states and com-
munities are looking at the whole grant package in the same time
frame rather than looking at one in March and then one in August
and then maybe one in October.

And so those are the active steps that we are taking. First meet-
ing before we issue guidance to assure that they synchronize. And
secondly, to try and fix the timing on our public health and hos-
pital grants to align more closely with DHS and their timing.

Dr. JoLLY. And to add on Admiral Vanderwagen’s statement, Mr.
Chairman, the timing and sequence are quite important, and also
the content of the grants.

We have an active effort now growing within DHS and HHS to
communicate among those that are responsible for the grant guid-
ance at one agency so that the other agency knows what that grant
guidance is and can help to harmonize that.

And one of the roles—as you know, our office is a relatively new
office in Health Affairs. One of the roles of our division of medical
readiness is to take a look at the DHS grants and also coordinate
across the HHS grants and try to harmonize those.

And it is going to be a stepwise process over time, but I think
we can make some real improvements in that.
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Mr. LANGEVIN. Well, I plan to pay particularly close attention to
that, and that will be part of our oversight as we go forward. I
think it is beneficial for both departments and the country, and ul-
timately the states and our citizens are going to benefit.

Very quickly, for DHS and HHS once again, when we conduct ex-
ercises—we spoke about exercises earlier here, and practice, and
making sure that we are ironing out the issues before they actually
occur.

When we conduct exercises, it is important to conduct them in
the most realistic way possible and, to the extent we can, use cur-
rent requirements to show us how well we might do in future situ-
ations.

During a pandemic, DHS and HHS will be the lead federal agen-
cies in terms of managing the response, as we discussed earlier. I
believe that we should test our systems now using, for example,
seasonal influenza as a proxy for pandemic influenza.

So my question for you, Dr. Vanderwagen, is why don’t you take
this year’s influenza season and make a concerted effort to see how
many people we can vaccinate in the shortest period of time, basi-
cally pretending that seasonal influenza is actually pandemic influ-
enza?

Can you get HHS programs such as the National Immunization
Program to step up and work with other HHS entities and systems
to exercise in this way?

Dr. VANDERWAGEN. Yes, sir. And in fact, in 2006 I—you know,
I live in Howard County up the road here, and the state of Mary-
land was test driving its ability to deliver vaccines in an event of
a pandemic by using the seasonal flu as the test bed.

And essentially, they had a drive-through approach so that we
could maintain social distancing and yet provide access to vaccines
for the population.

It took me 3 hours to get my vaccine, but it worked. And we are
promoting more of that kind of use of vaccination opportunities as
a test drive of how they would do mass prophylaxis in the environ-
ment of a pandemic flu.

I think that is a capital idea. Some states have done it. We are
trying to promote it more holistically to all states.

I think Dr. Gerberding on Wednesday this past week, a week
ago, when she made the announcements regarding this year’s sea-
sonal flu—that was one of the points that she tried to make.

So I think we are on the same page with you, sir. It remains for
us to demonstrate to you how that went off.

Dr. JoLLy. And I would agree that some of the operational ele-
ments of vaccinating individuals and some of the other things—
countermeasure issues can benefit from those types of exercises.

That is a very good idea, and something that other states have
tried and will continue to refine.

And on some of the larger exercise issues, we have plans within
our Principal Federal Official group to exercise within that group
and then lead that into a series of leadership level interagency ex-
ercises and to culminate in another cabinet-level exercise over a pe-
riod of time as the schedule develops.
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Mr. LANGEVIN. Very good. Well, I see benefits across a range of
areas in conducting such an exercise, so—well, I thank you for the
answers.

And I now recognize the gentleman from Texas for 5 minutes for
questions.

Mr. McCAUL. Thank you, Mr. Chairman.

I will be brief. We have a vote in, I think, 15 minutes.

Ms. Steinhardt, you mentioned in your testimony certain gaps
that are currently, in terms of our readiness, our preparedness.

I would like, if you could, to focus on sort of the highlights of
those gaps and how we can do a better job.

Ms. STEINHARDT. Yes, I would be happy to. Ones I think that I
wanted to highlight in particular—first, the fact that there are—
in the National Strategy and Plan there is no mention of the re-
sources that are going to be required to carry out the Plan. There
are well over 300 action items in the plan.

Dr. VANDERWAGEN AND DR. Jolly mentioned earlier the vaccine
program and supplemental appropriations. But there are many
others that are called for in the Plan beyond those that are covered
in the supplemental appropriations, and there is not even an esti-
mate of what would be entailed.

So that is one important gap. And certainly, from an oversight
perspective, it is really critical.

Another gap that we were particularly mindful of was the fact
that state and local and tribal entities weren’t involved in actually
producing the plan and preparing the plan.

They are responsible for close to 100 of the action items, either
as the lead or in some sort of support capacity, and yet they
weren’t consulted when the plan was being developed, and that I
think is something that needs to be addressed.

And then the plan itself—within the plan there is no institu-
tional process for updating it as new events unfold, as we learn
from exercises and so on. There is no process to update the plan
or to monitor progress on a regular basis.

There are several others that we point out in our report and
statement, but those are the ones I would highlight.

Mr. McCAUL. Thank you.

And I do want to thank the witnesses again. I think we have
made some progress. And as Dr. Vanderwagen mentioned, I think
we are partners in this, and so I look forward to working with you
to make sure we are prepared. Thank you.

Mr. LANGEVIN. I thank the gentleman.

And with that, no further questions. I thank the panel for their
testimony, your presence here today and for the work that you are
doing on behalf of the country.

And we look forward to continuing oversight in this area and
partnership with you in this effort. Thank you very much.

With that, the first panel is dismissed. And if we can have the
second panel come to the front. Very good.

Well, gentlemen, thank you for being here. I want to welcome the
second panel of witnesses.

Our first witness is Dr. Anthony Cirillo, the chief of the Center
for Emergency Preparedness and Response in the state of Rhode Is-
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land Department of Health. He is also a practicing emergency room
physician.

In addition to that, prior to his present post, he was chief of
f)meargency medicine at Pawtucket Memorial Hospital in Rhode Is-
and.

Welcome, Dr. Cirillo.

Our second witness is Dr. Peter Shult. Dr. Shult is the director
of the Communicable Disease Division and Emergency Laboratory
Response and Chief Virologist of the Wisconsin State Laboratory of
Hygiene.

He is also clinical associate professor of the Department of Med-
ical Microbiology and Immunology at the University of Wisconsin—
Madison.

Welcome.

And our third witness is Dr. Michael Caldwell, commissioner of
the Dutchess County Health Department of Poughkeepsie, New
York. Dr. Caldwell is the immediate past president of the National
Association of City and County Health Officials.

He is also an internal medicine physician and a public health of-
ficer with 12 years of experience in local public health practice.

Our fourth witness is Dr. David Lakey, commissioner of the
Texas Department of State Health Services.

We want to welcome all of our panel here today. I thank all four
of our witnesses for their service to their states and to the nation
and again for being here today.

Without objection, the witnesses’ full statements will be inserted
into the record. I now ask each witness to summarize his statement
for 5 minutes, beginning with Dr. Cirillo.

STATEMENT OF DR. L. ANTHOHY CIRILLO, CHIEF, CENTER
FOR EMERGENCY PREPAREDNESS AND RESPONSE, RHODE
ISLAND DEPARTMENT OF HEALTH

Dr. CiriLLO. Mr. Chairman and members of the committee, I
would like to thank you for allowing me to testify today to discuss
the current successes and ongoing challenges in planning and pre-
paring for a pandemic influenza event.

I would like to share with you my dual perspective as both the
coordinator of public health emergency preparedness for our na-
tion’s smallest state and as a practicing emergency physician in an
urban community hospital.

Today I can share with you that although significant progress
has been made in preparing the public health and health care sec-
tors for response to a pandemic, there is still considerable work
that needs to be done, and there are challenges both in scope and
depth of preparation that will need to be addressed in order for our
country to meet the challenge of a pandemic event.

In Rhode Island, the Department of Health serves as the sole
public health agency within the state, as there is no other city-or
county-based public health infrastructure.

As such, the department is responsible for the administration of
all traditional public health programs both promotional and
protectional.

The Center for Emergency Preparedness and Response oversees
all public health emergency preparedness grants, including the
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CDC Public Health Emergency Preparedness Grant and the Hos-
pital Preparedness Program Grant administered through the office
of the ASPR.

Under the leadership of U.S. Secretary of Health and Human
Services Michael Leavitt, who issued a challenge to prepare for a
pandemic during his state visits in 2006, Rhode Island undertook
a spectrum of activities.

The successes that have been achieved in pandemic preparedness
in Rhode Island have come, to a great extent, due to the strength
of our partnerships and working relationships within the state and
the New England region.

In Rhode Island, we have strived to develop an integrated and
coordinated system for the public health and health care sectors to
respond to any public health emergency, including a pandemic.

Ongoing coordination with our hospitals through the Hospital
Preparedness Program facilitated the establishment of 10 health
care coordinating service regions in the state in order to respond
to the needs for health care during a pandemic.

Stockpiling of critical supplies at the state level, including pa-
tient care equipment, personal protective equipment, ventilators
and other support materials has begun in order to provide an ini-
tial cache of medical equipment needed to supply alternate care
sites during a pandemic.

Outreach and risk communication messaging in the senior com-
munity, other special populations and the general public through
brochures, newspaper inserts, classroom materials and public serv-
ice announcements has already occurred.

Regional interstate coordination in pandemic preparedness has
also occurred among the six New England states and the state of
New York. Each of these states has participated together in work
groups focused on a number of pandemic topics.

This collaborative effort resulted in a 2-day summit and a
multistate tabletop exercise held to coordinate the interstate re-
sponse to a pandemic.

Despite the progress that I have described, there is still consider-
able work to be done. Ongoing challenges include, number one, in-
adequate funding and resources to purchase enough material to en-
sure care of anticipated numbers of patients during a pandemic.

Two, shifting and evolving federal grant priorities related to pan-
demic flu and overall public health preparedness which create inef-
ficiencies in program management.

Three, the disincentives to the purchase of antiviral medications
Tamiflu and Relenza due to exclusion from the shelf-life extension
program of state health supplies of these medications.

Now, as an emergency physician, I have personally witnessed the
increasing demand for medical care being placed on hospital emer-
gency departments. With the number of uninsured Americans now
in excess of 47 million, more and more individuals do not have ap-
propriate access to medical care.

In the absence of a medical home, people who experience injury
or illness will seek care in the one environment where they know
they will never be turned away, and that is the emergency depart-
ment.
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However, emergency departments today are overcrowded. Surge
capacity is diminished or being eliminated altogether. Ambulances
are diverted to other hospitals. And the shortage of medical special-
ists is worsening.

According to data recently released by the CDC, emergency de-
partment visits are at an all-time high of 115 million in 2005. That
was an increase of five million visits in just 1 year alone.

And from 1995 through 2005, emergency department visits in-
creased by 20 percent, while the number of functioning and oper-
ating emergency departments decreased by 9 percent.

Because of the extraordinary demands that a pandemic will place
on the health care delivery system, it is imperative that we are
able to engage the general public and encourage them to assume
responsibility for their own preparedness.

Just as the saying goes that all disasters are local, so is the re-
sponse to a disaster. In the truest sense for a pandemic, this means
that preparedness must begin with individuals, families, neighbor-
hoods and communities.

It is critical to the successful response that we develop a culture
of preparedness in this country in order to ensure that those who
have the means to prepare for themselves do so.

If we can accomplish this, then the burden of response on govern-
ment will be reduced so that scarce resources available can be
shifted and allocated to those who are most at risk.

In conclusion, I would like to share with you the following closing
thoughts. States and local health entities are willing partners in
the development of systems to respond to a pandemic event or
other public health emergency.

However, the resources and support of the federal government
are essential to creating and sustaining the capability and capacity
required to prepare for and respond to all public health emer-
gencies.

Incorporating new grant requirements and updates to national
planning documents related to a pandemic or other public health
emergency requires considerable time at the state and local level
and utilization of resources in order to effectively reach the entire
health care responder community and the general public.

Therefore, it is critical that all federal preparedness programs re-
lated to pandemic or other public health emergencies be more
closely aligned and coordinated so that we at the state level can
more effectively develop an appropriate response to all public
health emergencies.

Mr. Chairman and members of the committee, I thank you for
the opportunity to discuss these important issues with you today
and would be happy to answer any questions you may have.

[The statement of Dr. Cirillo follows:]

PREPARED STATEMENT OF L. ANTHONY CIRILLO, MD, F.A.C.E.P

Mr. Chairman and members of the committee, my name is L. Anthony Cirillo,
M.D., F.A.C.E.P. I serve as the Chief of the Center for Emergency Preparedness and
Response (CEPR) for the State of Rhode Island Department of Health and as a prac-
ticing emergency department physician employed by Emergency Medicine Physi-
cians (EMP), a single specialty medical group practice.

I would like to thank you for allowing me to testify today to discuss the current
successes and ongoing challenges in planning and preparing for a pandemic influ-
enza event. I would like to share with you my dual perspective as both the coordi-
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nator of public health emergency preparedness for our nation’s smallest state and
as a practicing emergency physician in an urban community hospital. As of today,
I can share with you that although progress has been made in preparing the public
health and healthcare sectors for response to a pandemic influenza event, there is
still considerable work that needs to be done, and there are challenges both of scope
and depth of preparation that will need to be addressed in order for our country
to meet the challenge of a pandemic influenza event.

The Rhode Island Experience

The Rhode Island Department of Health serves as the sole public health agency
within the state as there is no other city / county based public health infrastructure.
As such, the department is responsible for the administration of all traditional pub-
lic health promotional and protection programs, including Healthy People 2010, food
and water protection, laboratory, epidemiology and disease control. Beginning in
early 2006, the Center for Emergency Preparedness and Response (CEPR) was es-
tablished by Dr. David Gifford, the Director of Health. CEPR was established to co-
ordinate all public health emergency preparedness activities on behalf of the depart-
ment. CEPR serves as the liaison entity, on behalf of HEALTH, for all other emer-
gency preparedness efforts within the state and is the designated lead agency for
Emergency Support Function 8 (ESF-8), Health & Medical, within the state’s Emer-
gency Operations Plan.

In my role as the Chief of CEPR, I serve as the Principal Investigator, on behalf
of the department, for both the CDC Public Health Emergency Preparedness
(PHEP) and the Hospital Preparedness Program grant administered through the of-
fice of the Assistant Secretary for Preparedness and Response (ASPR) within the
Department of Health & Human Services. In addition, CEPR serves as the rep-
resentative entity in participation in the development of investment justifications
under the Department of Homeland Security grant funded programs.

The successes in pandemic preparedness in Rhode Island have come, to a great
extent, due to the strength of our partnerships and working relationships within the
state and the New England region. I would like to acknowledge here today, two
other Rhode Islanders who represent key partners within the state with whom the
Department of Health has worked closely with in these efforts. Mr. Thomas Kilday,
who currently serves as the Homeland Security Grant Manager at the Rhode Island
Emergency Management Agency, is a paramedic and previously served as the Pro-
gram Manager for the Hospital Preparedness Program at the Department of Health.
Mr. Peter Ginaitt, who currently serves as the Director of Emergency Preparedness
for Lifespan, the state’s largest healthcare system, is a former state representative
and retired Captain of Emergency Medical Services for the City of Warwick.

In Rhode Island, we have strived to develop an integrated and coordinated system
for the public health and healthcare systems to respond to a pandemic influenza
event or other public health emergency. Ongoing coordination with our hospitals
through the Hospital Preparedness Program facilitated the establishment of ten
healthcare coordinating service regions in the state for pandemic influenza. In this
model, each of the ten acute care hospitals within the state would serve as the co-
ordinating entity for a geographic area. Utilizing the Hospital Incident Command
System for management of healthcare in that area, each hospital will report to the
Department of Health as the coordinating entity for all ESF-8 activities within the
state.

Volunteers during a pandemic event will be coordinated through Volunteer Recep-
tion Centers (VCRs) which will be managed by the Volunteer Center of Rhode Is-
land (VCRI), a non-profit organization with expertise in volunteer coordination.
VCRI has been provided funding through the Pandemic Flu grants and has estab-
lished a single, unified statewide volunteer management system. VCRI will be able
to open ten volunteer reception centers simultaneously to manage volunteers
throughout the state. Volunteers will be pre-credentialed utilizing the Emergency
System for Advanced Registration of Volunteer Health Professionals (ESAR-VHP),
another program funded under the Hospital Preparedness Program grant.

Stockpiling of critical supplies including patient care equipment, personal protec-
tive equipment, ventilators, and other support materials at the state level has begun
in order to provide an initial cache of materials to equip Alternate Care Sites (ACS)
in each of the hospital coordinated healthcare regions.

Outreach and risk communication messaging to the senior community, other spe-
cial populations, and the general public through brochures, newspaper inserts, class-
room materials, and public service announcements has already occurred.

Regional interstate cooperation in pandemic preparedness planning has also oc-
curred among the six New England states and the State of New York. Early in
2006, after US Secretary of Health and Human Services Michael Leavitt’s visits to
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the states to discuss pandemic preparedness, coordinated planning and response to
a pandemic event, representatives from each of the Departments of Health in seven
states participated in workgroups on the following topics:

1. Community Containment

2. Personal Protective Equipment

3. Antiviral Medication / Vaccine Utilization

4. Laboratory Testing / Disease Surveillance

5. Fatality Management

6. Surge Capacity

These workgroups met in person or by teleconference for~ 3 months culminating in a
two-day summit held in Boston in late June 2006. These workgroups identified common best practices
among all the states, as well as the areas of differing response strategies. A key lesson from the summit
meeting was that in order for there to be effective public health response to a pandemic, this response
needed to be coordinated with state governmental leadership and emergency management agencies as well.
Therefore a tabletop exercise was held at the Naval War College in Newport, Rl in August 2006. Participating
in this exercise was the seven states noted above as well as representatives from the FEMA Region | and
HHS Region | offices.
Despite the progress referenced above, there is still considerable work to be done.

Ongoing challenges include:

1. Inadequate funding to purchase enough materiel to ensure care of anticipated

numbers of patients during a pandemic influenza event, as federal funding for

preparedness continues to decrease.

2. Shifting and inconsistent federal grant priorities related to pandemic flu and

overall public health emergency preparedness efforts which create inefficiencies

in program management.

3. Disincentives to the purchase of antivirals due to exclusion of state held

cache from Shelf Life Extension Program (SLEP).

4. Continued need to coordinate planning across state borders, especially in

those states with multiple and close state borders.

The Emergency Department Experience

As a practicing emergency physician, I have personally witnessed and shared with
my colleagues across the country, the increasing demand for clinical services being
placed on emergency departments. With an increase in the number of uninsured
Americans now in excess of 47 million, more and more individuals do not have ap-
propriate access to medical care. In the absence of a medical home, people who expe-
rience injury or illness of themselves or loved ones will seek care in the one environ-
ment where they know they will never be turned away, the Emergency Department.
Emergency departments are the health care safety net for everyone in this coun-
try—the uninsured and the insured.

Emergency departments are overcrowded, surge capacity is diminished or being
eliminated altogether, ambulances are diverted to other hospitals, patients admitted
to the hospital are waiting longer for transfer to inpatient beds, and the shortage
of medical specialists is worsening. These are the findings of the Institute of Medi-
cine (IOM) report “Hospital-Based Emergency Care: At the Breaking Point,” re-
leased in June 2006.

On June 29, the Centers for Disease Control and Prevention (CDC) released its
results from its 2005 National Hospital Ambulatory Medical Care Survey
(NHAMCS), the longest continuously running, nationally representative survey of
hospital emergency department and hospital outpatient department use.

According to the CDC data:

e Emergency visits are at an all-time high of 115 million in 2005—an increase
of 5 million visits in one year.

e From 1995 through 2005, the number of emergency department visits in-
creased by 20%, from 96.5 million to 115.3 million visits annually. This rep-
resents an average increase of more than 1.7 million visits per year.

e During this same period, the number of hospital emergency departments de-
creased by 9%, from 4,176 to 3,795.

Hospitals and Emergency Departments in this country are being challenged to
meet the everyday demand for healthcare services. As the population grows and
ages there will be more people requiring healthcare services. As the number of unin-
sured Americans increases, more and more of this care is provided without reim-
bursement. The overall effect of this increase in demand for healthcare services at
the emergency department and hospital level is to significantly reduce, and in many
facilities eliminate, any surge capacity for response to a public health emergency,
whether it is a pandemic event or a mass casualty incident.

Every day emergency physicians save lives across America. Emergency depart-
ments provide an essential community service and are the safety net of medical care
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in this country. However, emergency departments are at the breaking point and ad-
ditional resources and long-term solutions must be provided before systemic failure
elimin;tes the ability of emergency physicians to provide care when and where it
is needed.

There is a secondary concerning effect of the increase in the demand being placed
on hospitals and emergency departments that is a reluctance to invest in prepared-
ness activities. As the healthcare delivery system has become more stressed, both
in terms of volume of services and uncertainty in levels of reimbursement, there is
an increased reluctance to expend financial resources on preparedness activities,
both in support of training and exercises. Although regulatory demands on hospitals
and other healthcare facilities to prepare for public health emergencies continue to
increase, there is no reimbursement for such activities from private insurers. This
puts a greater demand on funding for preparedness activities to come from federal
or state sources.

Hospitals today operate utilizing just-in-time inventory management systems,
making the delivery of healthcare more cost-effective, but significantly reducing the
on-hand availability of additional materiel needed to respond to large scale public
health emergencies. Again, this places a greater demand on funding from federal
or state sources to meet this critical need.

Engaging and educating the largest part of the response pyramid.

Given that it is unlikely that there will be adequate stockpiles of supplies and
equipment for an entire pandemic event, it is imperative that we are able to engage
the general public and encourage them to assume responsibility for their own pre-
paredness. Just as the saying goes that “all disasters are local”, so is the response
to a disaster. In the truest sense for a pandemic, this means that preparedness
must begin with individuals, families, neighborhoods, and communities.

It is this last challenge that is the most difficult, and likely the most important
in ensuring that society at large will remain intact during a prolonged pandemic
event. As the perception of risk of a pandemic event wanes in the media and general
public, the receptiveness of the public to risk communication related to prepared-
ness also wanes.

It is critical to the successful response to a pandemic event that we develop a “cul-
ture of preparedness” in this country, in order to ensure that those who have the
means to prepare for themselves do so. If we can accomplish this through risk com-
munication and broad-reaching educational programs, then the burden of response
on government will be reduced so that scarce resources can be shifted to those who
are most at risk.

However, reaching and educating the base of the pyramid takes time. While those
of us directly involved in preparedness activities can devote the necessary time to
incorporate new information and plans regarding a pandemic or other public health
emergency into our working knowledge, it is not the primary focus of the general
public or other healthcare professionals.

Conclusion

States and our local healthcare partners are willing participants in the develop-
ment of systems to respond to a pandemic event or other public health emergency.
While the resources and support of the federal government is essential to the cre-
ating and sustaining the capability and capacity required to sustain a response to
a large scale ongoing incident like a pandemic event, the coordination of all large
scale public health emergencies will be at the state and local level.

It is important to understand that increased requirements to deliver training and
undertake exercises and drills related to pandemic event or other public health
emergencies require considerable planning time and utilization of resources in order
to be effective. In many cases, these resources are being stretched very thinly, both
at the state and healthcare facility level. As the requirements for delivery of more
training, drills and exercises increase under federal grant programs it is critical that
all federal preparedness grant programs related to pandemic influenza or other pub-
lic health emergency be more closely aligned and coordinated so that we at the state
level can more effectively develop an appropriate response to whatever public health
emergency may occur.

Mr. Chairman and members of the committee, I thank you for the opportunity to
discuss these important issues with you this morning and would be happy to answer
any questions at this time.

Mr. LANGEVIN. Thank you, Dr. Cirillo.
With that, I want to recognize Dr. Shult to summarize his state-
ment for 5 minutes.
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Welcome.

STATEMENT OF PETER A. SHULT, DIRECTOR, COMMUNICABLE
DISEASES DIVISION, WISCONSIN STATE LABORATORY OF
HYGIENE

Mr. SHULT. Thank you, Mr. Chairman and members of the sub-
committee. I am here today representing the Association of Public
Health Laboratories, of which the Wisconsin State Laboratory of
Hygiene is a member.

As the name implies, the APHL is the association for state and
local governmental laboratories that perform testing of public
health significance.

In the event of an influenza pandemic, it is currently highly un-
likely that a well-matched vaccine, the best countermeasure, will
be available when a pandemic begins.

Instead, current national plans call for the initiation of drastic
community mitigation measures augmented with distribution of
limited antiviral supplies to impede the pandemic’s progress.

This will require documentation of the emergence of a novel in-
fluenza virus and confirmation of sustained community trans-
mission of the virus using highly specialized laboratory testing per-
formed solely by a public health laboratory.

Maintaining this capability and response readiness will be a
challenge for the public health laboratory, given limited and now
declining federal support and a greatly expanded role, well beyond
diagnostic testing, in emergency preparedness and response.

Public health laboratories are the leaders in laboratory prepared-
ness and response efforts, key national security assets that serve
as reference laboratories in the National Laboratory Response Net-
work.

These laboratories are capable of performing highly advanced, ac-
curate tests that allow rapid detection and identification of biologi-
cal agents of public health significance, including seasonal influ-
enza strains and newly emergent subtypes of influenza with pan-
demic potential such as the H5N1.

This testing capability is critical to state and national influenza
surveillance.

Furthermore, because of the potential introduction of a novel
virus into the United States from international travelers, CDC now
requires that states conduct this surveillance year-round.

The public health laboratory must also work closely with private-
sector laboratories that provide diagnostic testing to support pa-
tient care, with agriculture and veterinary laboratories responsible
for monitoring influenza within animal populations, and with a
host of other public health and emergency first responder partners.

Maintaining these networks is resource-intensive and difficult to
accomplish without adequate funding.

The public health laboratories are heavily reliant on the exper-
tise at CDC—in this case, the CDC’s influenza division—to assist
in outbreak response and to develop new methods for detection of
influenza.

The CDC is also critical in helping facilitate collaboration among
laboratory partners to ensure adequate testing surge capacity is
available for pandemic response.
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DHS has created the Integrated Consortium of Laboratory Net-
works to address coordination and integration of the different fed-
eral level agency networks.

However, the work of the ICLN has not yet been apparent to the
front line public health laboratory serving an all-hazards mission
with diminishing resources.

Traditionally, public health laboratories have relied on state re-
sources and minimal allotments from the CDC’s epidemiology and
laboratory capacity funding to support laboratory influenza surveil-
lance.

Although further supplemental funding has been appropriated
for pandemic influenza preparedness, to date few public health lab-
oratories have benefitted from these funds, despite increased expec-
tations for rapid testing and year-round surveillance.

Only because of funding from the CDC’s public health emergency
preparedness program has substantial laboratory emergency re-
sponse infrastructure to respond to bioterrorism, pandemic influ-
enza and other public health emergencies been developed. How-
ever, this funding has also begun to decline.

In conclusion, given the critical role of the public health labora-
tory in detecting and monitoring both seasonal and novel poten-
tially pandemic strains of influenza, as well as other potential pub-
lic health threats, the substantial testing capabilities and capac-
ities that have been developed and that I have described in my
written testimony need to be sustained.

And future improvements in diagnostic technology and net-
working activities, such as communications and information-and
data-sharing among laboratories and with response partners need
to be made.

Without sustained federal funding from CDC and other agencies,
our ability to fulfill this pandemic and all-hazards public health
and national security mission will be compromised.

I ask your help in not letting this happen. Thank you very much,
and I would be glad to answer any questions.

[The statement of Mr. Shult follows:]

PREPARED STATEMENT OF DR. PETER SHULT

My name is Dr. Peter Shult and I am here today representing the Association of
Public Health Laboratories, APHL. I am currently the Director of the Commu-
nicable Diseases Division of the Wisconsin State Laboratory of Hygiene. As its name
implies, APHL is the association for state and local governmental laboratories that
perform testing of public health significance.

Public health agencies worldwide have been tasked with leading preparedness
and response planning efforts necessary to minimize the impacts of seasonal influ-
enza epidemics as well as the next pandemic. In the case of pandemic influenza,
it is currently highly unlikely that a well-matched vaccine, the best countermeasure,
will be available when a pandemic begins. In addition, sufficient supplies of influ-
enza antiviral medications might not be available. Consequently, current national
plans for pandemic response call for attempting to mitigate the effects of a pandemic
early on by relying on strategies for case containment (isolation and quarantine),
social distancing (school closures and social distancing of adults in the community
and at work) and infection control (hand hygiene, cough etiquette). Initiation of
these rather drastic measures will require documentation of emergence in the U.S.
of a novel influenza A subtype and confirmation of sustained community trans-
mission of the virus. This will require laboratory testing; the responsibility for this
testing role will rest with the public health laboratory—state and local govern-
mental laboratories tasked with supporting their public health jurisdictions in pre-
paredness and response activities.

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00048 Fmt6633 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



45

Role of the public health laboratory

The public health laboratory is the leader in laboratory preparedness and re-
sponse efforts. Public health laboratories, serve as reference labs in the Laboratory
Response Network (LRN). They are a key national security asset, providing some
of the most advanced and rapid testing available in the LRN. These laboratories are
capable of performing tests to rapidly detect and identify highly dangerous biological
agents. Public health laboratories also have established linkages with law enforce-
ment, including the FBI, and utilize chain-of-custody and testing protocols con-
sistent with legal evidentiary requirements. The state public health laboratory has
developed a culture of emergency response. There is an expectation that we follow
incident command structure, and that we have continuity-of-operations plans. We
coordinate with other first responders, hazardous-materials teams and law enforce-
ment on a regular basis responding to unknown threats and suspicious packages.
We'’re emergency responders from the lab perspective.

The LRN was established to address only those agents that could be used for bio-
logical terrorism (BT). However, since that time, the LRN has been utilized to ad-
dress non-terrorism agents as well, an “all hazards” philosophy. At the state level,
infrastructure developed as a result of funding from the Centers for Disease Control
and Prevention’s (CDC) Public Health Emergency Preparedness (PHEP) Cooperative
Agreements, like upgrading laboratory facility biosafety levels, purchasing state-of-
the-art molecular detection equipment, and hiring staff with advanced diagnostics
expertise, has significantly improved the public health laboratory’s ability to re-
spond to emerging diseases. In Wisconsin, we could not have weathered the SARS,
monkeypox and mumps outbreaks of recent years without the resources provided
through the PHEP and LRN. These resources are also helping us improve annual
influenza surveillance using state-of-the-art methods, and prepare for a potential
pandemic. The public health laboratory will be an integral part of any public health
response to pandemic influenza and must be included in comprehensive local, state
or federal plans for preparedness and response.

Laboratory results are critical for influenza surveillance and for public health de-
cisions during both routine “seasonal” influenza and during pandemic alerts and
pandemic periods. Public health laboratories contribute significantly to surveillance
efforts within each state and to national surveillance efforts as members of a net-
work of World Health Organization collaborating laboratories, coordinated in the
U.S. by the CDC. Specifically, public health laboratories provide highly accurate and
rapid testing for confirmation and identification of “seasonal” influenza strains as
well as newly emergent subtypes of influenza such as H5N1. This testing incor-
porates the use of newer state-of-the-art methods as well as traditional methods
that require growing the virus. Laboratory testing is the only way to attribute “flu-
like” illness to a specific pathogen, either influenza or one of the hundreds of other
viral respiratory pathogens that circulate each year.

In addition, during “seasonal” influenza, laboratory testing is critical to:

e determine when, where and which strains and subtypes of influenza viruses
are circulating;

e monitor the extent and duration of the epidemic;

e detect novel influenza subtypes such as H5N1;

e optimize the use of vaccines and antivirals including monitoring for antiviral
resistance

Public health laboratories also provide virus samples to CDC for further charac-
terization throughout “seasonal” and pandemic periods, and this information con-
tributes to the selection of future vaccine strains. In fact, one of the viruses used
to make last year’s vaccine came from the Wisconsin State Laboratory of Hygiene.

Because of the potential introduction of a novel virus into the U.S. from inter-
national travelers, CDC now requires that states conduct year-round surveillance.
Although it has become commonplace these days to think of planning for a pan-
demic only in terms of avian flu or more specifically H5N1, the reality is other avian
influenza viruses have been implicated in human disease (including avian influenza
H7N7, HON2, H7N2, H7N3). It is essential that current influenza surveillance pro-
grams provide for rapid detection of any novel strain.

While the public health laboratory focus is on surveillance to support response
and control measures, they must also work closely with private sector laboratories
that provide diagnostic testing to support clinician diagnosis and treatment of their
patients. Public health laboratories provide confirmatory testing for clinical labora-
tories, education to clinicians and clinical labs regarding the use and interpretation
of rapid influenza tests, and guidance for handling and submission of suspect pan-
demic strains from clinical and physician office laboratories. These are resource in-
tense activities that are difficult to maintain without funding.
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During the early stages and throughout a pandemic, additional goals for diag-
nostic testing at public health laboratories will include:

e detecting and confirming initial cases of pandemic influenza in communities
and confirming that sustained person-to-person transmission has occurred to
initiate targeted community-level interventions including containment (isolation
and quarantine), social distancing strategies and infection control;

o differentiate patients with pandemic influenza from those infected with the
“seasonal” strain or other respiratory viruses;

e monitor the pandemic’s geographic and regional spread through laboratory
testing;

e measure the impact of interventions such as vaccination, antiviral therapy,
and non-pharmacologic interventions; and

e monitor the pandemic strain to determine the effectiveness of any vaccine
(when available and the mergence of antiviral resistance

In addition to these direct response roles, we provide the diagnostic expertise in
the development of pandemic preparedness and response plans and their exercise
within states, and provide faculty and expertise to support CDC laboratory training
efforts domestically and internationally. Public health laboratories also maintain a
close working relationship with agricultural and veterinary diagnostic laboratories
to monitor influenza activity within animal populations that may impact human
populations.

While state public health laboratories have significant expertise in infectious dis-
ease testing, we heavily rely on the expertise at CDC to assist in outbreaks, and
develop new methods for detection of emerging pathogens that can rapidly be de-
ployed to our laboratories. CDC’s influenza division has developed the advanced de-
tection tools currently available in public health laboratories to detect and subtype
the influenza A virus, to monitor seasonal circulating strains and detect novel vi-
ruses strains. Beginning in 2003, CDC has provided protocols and training for state
public health laboratories to perform real-time RT—-PCR for molecular detection of
Influenza A & B viruses, and for subtyping Influenza A H1, H3, H5 and H7
subtypes. The currently circulating H5N1 strains have been undergoing rapid evo-
lution, so it is essential that CDC continue to carefully monitor the performance of
the real-time RT-PCR assays currently in use in public health laboratories by test-
ing H5 samples received from other countries.

The CDC is also working with APHL and other partners on other critical issues
related to pandemic influenza response. I have no doubt with the first emergence
of a pandemic influenza strain—particularly if it happens to be H5N1—there will
be a panic with consequent pressure on public health, including the laboratory, to
respond immediately. How much laboratory capacity will be needed for surveillance
and diagnostic support during the early stages of a perceived or real influenza pan-
demic affecting the U.S.? What is the best way for public health and private sector
laboratories to collaborate and support any surge in testing needs? There will, no
doubt, be a need for other surge capacities to ensure adequate materials and sup-
plies for diagnostic testing and enhanced transportation mechanisms to move these
goods and supplies as well as patient specimens to the laboratories.

It is important to point out that currently there exist no stockpiles of critical lab-
oratory supplies and materials analogous to those developed for pharmaceuticals
and other critical emergency response supplies. This could prove to be a critical
shortfall! These questions and issues are currently being addressed through an
APHL/CDC clinical laboratory partner’s workgroup. From a public health perspec-
tive, it is assumed that as the pandemic peaks, every ill patient will not need lab-
oratory testing. However, the demand for testing from patients and doctors will rap-
idly outstrip testing capacities. These are critical issues that must be addressed pre-
pandemic. APHL is also working with CDC to develop guidance on the use of var-
ious diagnostic tests from the introduction of the novel strain, through the peak of
the pandemic, and into the recovery period.

Resources to support the public health laboratory

Traditionally public health laboratories have relied on state resources and the
CDC’s Epidemiology and Laboratory Capacity (ELC) funding to support lab-
oratory influenza surveillance. In 2006, ELC provided $2.2 million to support epide-
miology and laboratory activities for seasonal influenza surveillance across 50
states. Although supplemental funding has been appropriated for pandemic influ-
enza preparedness, to date many public health laboratories have not benefited from
ichese funds, despite increased expectations for rapid testing and year-round surveil-
ance.

Substantial state public health laboratory capability and capacity to respond to
bioterrorism, pandemic influenza and other public health emergencies has been de-
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veloped in States over the last several years with the help of other federal funding
sources. The degree to which this has been accomplished is related to the distribu-
tion of this funding to public health laboratories which has been highly variable on
a state-by-state basis both in terms of the type and amount of funding received and
the period of time over which it was received.

In general, Public Health Emergency Preparedness (PHEP) funding from
the CDC has supported laboratories’ efforts to:

o build state-of-the-art diagnostic capability and capacity for rapid and accurate
laboratory diagnosis of primary agents of bioterrorism (BT) and other major
public health threats such as SARS and pandemic influenza as a Laboratory
Response Network Reference laboratory.

e develop state-based networks of clinical laboratories, and provide them with
emergency response and specimen shipping guidelines and protocols, 24/7/365
state courier systems to ensure rapid transport of specimens, emergency mes-
saging and electronic data sharing capabilities, training in diagnostic testing to
recognize and rule-out the presence of priority bioterrorism agents or other
agents of public health importance.

e develop and support training programs for Hazardous Material teams to im-
prove coordinated response to hazardous materials incidents involving “white
powders” and other unknown substances,

e to support preparedness and response planning and develop emergency re-
sponse protocols with other response partners including state food testing and
veterinary diagnostic laboratories,) and Federal (CDC, FBI, USPS) response
agencies.

The outcome of these efforts in Wisconsin and other states can be measured in
part by the significant role the public health laboratory, with these enhanced capa-
bilities and capacities, and the clinical laboratory networks, with whom they collabo-
rate closely, played in a number of recent, high profile outbreaks including SARS
(2003), Monkeypox (2003), pertussis (2003—06), mumps (2006), norovirus (2006-07)
and the E.coli O157:H7 spinach outbreak (2006) to name but a few.

In addition to responding to bioterrorism, pandemic influenza and other public
health threats, public health laboratories are serving an all-hazards mission, pro-
viding environmental testing for bioterrorism and chemical terrorism agents, par-
ticipating in the Food Emergency Response Network sponsored by FDA and USDA,
and responding, sometimes daily, to a host of unknown threat emergencies. DHS
has created the Integrated Consortium of Laboratory Networks to address coordina-
tion and integration of the networks at the Federal level. The ICLN is charged with
assuring coordination across the networks. The work of the ICLN has not yet been
apparent to the front-line public health laboratory serving an all-hazards mission
with diminishing resources.

In Wisconsin and in many other states, substantial laboratory emergency re-
sponse capability, capacity and infrastructure has been developed. But this is only
the beginning of addressing laboratory needs; what has been built needs to be sus-
tained and this is where the greatest problem may lie.

Maintenance of what has been built in terms of emergency laboratory response
capability much less continuous future improvements in diagnostic technology, in-
formation and data sharing, etc. now may be in jeopardy.

e Despite the ongoing threat of pandemic influenza and in the face of numerous
infectious disease outbreaks many state and local public health laboratories
have suffered recent substantial cuts in funding. In Wisconsin, fiscal year 2007
PHEP funding to the public health laboratory was cut by nearly 60% and this
cut will be carried over to fiscal year 2008. ELC funding to the Wisconsin public
health laboratory also has dropped substantially over the past 5 years.

e A number of state public health laboratories did not receive any ELC or Pan-
demic Influenza Supplemental funding and received substantially less PHEP
funding than Wisconsin because these funds were not allocated to them by their
states. Further cuts to these public health laboratories would be devastating.
o Costs (salaries, diagnostic equipment maintenance, materials, etc.) to main-
tain this laboratory response infrastructure are significant and, in fact, are in-
creasing and will continue to do so.

o Direct state support of these emergency laboratory response efforts is variable
and in many cases non-existent (this is the case in Wisconsin). This forces the
laboratory to have to re-allocate their state funding allotment or perhaps col-
lected fees to emergency preparedness and response at the expense of other lab-
oratory activities that may still have public health importance.

e The clinical laboratories, who will be on the front line in response to public
health emergencies such as pandemic influenza and bioterrorism and with
whom the state public health laboratories have formed critical partnerships are
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now highly dependent on the public health laboratory for reference and confirm-
atory testing, training, communications and data sharing, emergency response
guidance, etc. And the fact is, in many circumstances, the public health labora-
tory may not be able to mount an effective laboratory response to a public
health emergency without their clinical lab partners.

Federal funding must continue to sustain the laboratory capability and capacity
necessary to effectively support the public health response to pandemic influenza,
bioterrorism and other public health threats, and the expanding all-hazards mis-
sion. What will be the outcome if funding of these laboratory efforts continues to
diminish or is eliminated altogether?

¢ Diagnostic capability and laboratory technical expertise needed to respond to
current and future threats within the state public health laboratory, the na-
tion’s LRN reference laboratories, will not be maintained.

e Adequate staffing levels of diagnostic and support personnel will not be main-
tained. This is a particularly bad outcome in terms of surge capacity needed
during an influenza pandemic when perhaps 30% or more of the workforce may
be incapacitated at various points of time during the pandemic.

e The ability to bring online the newest diagnostic technologies needed for re-
sp}i)n(ise to current and future infectious disease threats will be severely dimin-
ished.

e The ability to sustain the highly effective network of LRN Sentinel clinical,
LRN reference public health and other laboratories (food testing, veterinary),
the very backbone of the LRN, will be lost.

e Training of clinical laboratorians in diagnostic procedure to support public
health emergency response will cease to be available through the public health
laboratory, the current major provider of such training.

Conclusion

In conclusion, the public health laboratory likely will be a critical component of
the trigger that initiates the pandemic response plan and community mitigation
strategies. The ability to confirm that a patient is infected with a novel strain of
influenza resides solely in public health laboratories. Public health laboratories
must be prepared to provide crucial influenza diagnostic and surveillance services
to quickly detect and monitor the progression of a novel virus and provide testing
to support ongoing response decisions. Pandemic influenza preparedness plans de-
pend upon the public health laboratory delivering effective and coordinated diag-
nostic services, results, and communication. Epidemiologic surveillance programs
that monitor for pandemic influenza rely heavily on accurate laboratory testing and,
therefore, must have timely information. Furthermore, in the event of pandemic in-
fluenza, the appropriate use of antivirals and vaccination can only be accomplished
with public health laboratory support. Public health laboratories are now called
upon to fulfill a pandemic and all-hazards public health and national security mis-
sion. Without sustained federal funding from CDC and other agencies, our ability
to respond to the increasing number of potential threats will be compromised.

Appendix-Influenza Primer

Influenza is a major public health concern in the U.S. as well as globally. Two
types of influenza, A and B, are responsible each year for seasonal epidemics that
affect 5—20% of the population causing significant illness with resultant lost time
from work and school across all ages. The highest rates of illness occur in the very
young often resulting in severe illness and hospitalization. Young pre-school and
school-aged children are also responsible for initial transmission of influenza in the
community. The elderly, particularly those over the age of 65 also suffer high rates
of hospitalization and a disproportionate percent (90%) of the mortality which totals
over 35, 000 each year in the U.S. This morbidity and mortality occurs despite the
availability of effective prophylaxis (vaccine) and treatment (antivirals) measures

In recent years, avian influenza, so-called “bird flu” also has become a major con-
cern. Aquatic bird species world-wide serve as the natural host for all of the
subtypes of type A influenza known. Usually these viruses cause little or no illness
in their natural host. Occasionally, however, certain subtypes mutate and become
capable of causing severe illness with very high mortality, particularly within do-
mestic poultry populations. These novel subtypes can also become capable of infect-
ing humans resulting in very severe disease with high mortality. This is the situa-
tion that has been unfolding in the Far and Middle East, countries of Africa and
Europe with the emergence of the H5N1 subtype of influenza since 2003. Since
then, this virus has been responsible for the direct death or slaughter of hundreds
of millions of poultry in affected countries. In addition, 328 human cases with 200
deaths have been documented in 12 countries. Almost all of these human cases,
mostly children and young adults, have resulted from direct contact with infected
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poultry; there is no evidence thus far of sustained human-to-human transmission.
Should sustained human-to human transmission of this or another novel subtype of
influenza A occur, the result would likely be a worldwide epidemic, or pandemic
of influenza.

During the past century, 3 influenza pandemics occurred with the biggest occur-
ring in 1918-1919. This Great Influenza Pandemic or Spanish Influenza Pandemic
as 1t was called was responsible for over 20million deaths worldwide and over
500,000 deaths in the U.S. while infecting an estimated 45% of the entire global
population. The two subsequent pandemics in 1957 (“Asian influenza”) and 1968
(“Hong Kong influenza”), although milder in terms of morbidity and mortality, nev-
ertheless had profound impacts on the global population.

Most experts feel that another pandemic is inevitable and many feel that we are
now overdue. With today’s much greater population and global interconnectivity
even a mild to moderate pandemic, similar to the last two, occurring as multiple
waves over a period of two years or longer, would rapidly affect the world with rates
of infection of up to 50%, mortality measured in the millions (100,000s in the U.S.)
and severe social, infrastructure and economic disruptions.

Mr. LANGEVIN. Thank you, Dr. Shult. I appreciate your testi-
mony.

And the chair now recognizes Dr. Caldwell to summarize his
statement for 5 minutes.

Welcome.

STATEMENT OF MICHAEL CALDWELL, MD, MPH,
COMMISSIONER, DUTCHESS COUNTY HEALTH DEPART-
MENT, POUGHKEEPSIE, NEW YORK

Dr. CALDWELL. Good afternoon, Chairman Langevin, Representa-
tive McCaul. It is a pleasure to be here to speak to you on behalf
of all the local departments of health in our country.

I come from Dutchess County, New York, the place and the home
of Franklin and Eleanor Roosevelt, so greetings from there, and
please, if you do come to visit, please let me know.

You know, Franklin Roosevelt won the presidency four times.
Did you know that his home town of Hyde Park in the county of
Dutchess never voted for him? Never. It was sad for Franklin.

And T tell you, it is kind of a microcosm of what it is like doing
public health in Dutchess County. It is a challenge. We have a
challenge in our county and we have a challenge in our country.

The combined efforts of my colleagues in local public health de-
partments in first response will determine the initial as well as the
ultimate impact of an influenza pandemic on the people of the
United States.

Health departments are planning, but the success of those plans
relies on the crucial linkages that have been built between our
local public health departments and a range of governmental and
community partners at the local level, including also the state and
the federal level.

The relationships among these responders in many disciplines
across our commissions, regardless of who their federal counter-
parts may be—they are growing more robust. They are better co-
ordinated.

And I really want to answer your question that you asked, very
simply, are we more prepared, and the answer is, yes. Today I
bring you a story of progress, a story of success at the local level,
but clearly an opportunity to improve, and an opportunity that I
think needs to be led and demonstrate the leadership at our federal
level.
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There is no question that local emergency preparedness has
evolved into an all-hazards approach right now. It requires commu-
nities to assure that all capabilities are necessary to respond to a
wide range of emergencies.

Our health departments do not and cannot stand alone. All of
our planning must be integrated with all of our partners and first
responders. And one of the great advances we have had is the
strength and mandate of the National Incident Management Sys-
tem, the Incident Command System.

Just this past week, I spent 3 full days in Poughkeepsie, New
York completing the ICS—-300 training with colleagues from emer-
gency response—police, fire, EMS, water plant operators, state
emergency management officials, state troopers, public health
nurses. We really have made progress in that area.

In Dutchess County, we have learned this new language and we
have put it into effect.

But more really needs to be done. We need to strengthen these
opportunities. We need to strengthen this planning. And we also
need to exercise and evaluate.

It is very important to know that the greatest strength that we
provide at the local level is the strength of our American workforce.

Our astute clinicians and the partnerships that we have with our
colleagues, our trained health care professionals, our alert hos-
pitals—these effective partners are forged between these entities
and our capable colleagues in local public health.

Ultimately, the local public health departments are the boots on
the ground element of our nation’s disease system. My health de-
partment receives and responds to thousands of infectious disease
reports each year.

After September 11th, our county’s hospitals and emergency de-
partments began reporting on our hospital emergency response
data system.

We also have partnerships not only with our health care pro-
viders but veterinarians and pharmacists. Soon we will be also
reaching out not only to schools and school nurses but colleges and
businesses.

We are actively engaged in cross training our entire community
to be aware and be prepared.

We are also providing and improving our community alert net-
work, our reverse 911 system of communication. We think that is
one of our major roles and something that we are working hard to
improve.

Ultimately, we believe that we need a strategy of implementa-
tion, not just planning. And the implementation happens at our
level. We need the resources. We need the people. We need to exer-
cise and evaluate. And we need to improve. We need sustainable
and a growing commitment from the federal government.

Unfortunately, we have seen mixed messages from our federal
leadership. There does not appear to be adequate coordination or
cooperation between the planners of Health and Human Services
and the Department of Homeland Security.

We have seen clear examples of us being left out of the develop-
ment of the national response plan.
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It makes no sense to develop a plan among federal officials and
then just tell the local officials how it is going to work without inte-
grating them and involving them in the first place, and also includ-
ing in the development of those plans the understanding of how it
is going to be implemented and carried out.

We are hopeful that the federal colleagues of ours will hear this
message, and as we improve the future planning and the future
versions of these plans, we will be able to get feedback from our
testing.

And we are going to learn nothing unless we exercise and test
our plans and constantly revise them.

So we are hopeful today by you having this hearing. We want to
thank you for the recognition that we have made progress, that we
need to do better. We need to continue our conversation.

And we look to the federal government to be able to serve as an
example to us at the local level. If we see that there is
miscommunication and miscoordination at the federal level, that
impacts us at the local level and makes our jobs more difficult.

If my emergency response department and my health depart-
ment have different planning tools, it makes it more difficult for us
to integrate those tools.

Overall, our community and families depend on us for leadership.
They depend on us for competency, for guidance, but most impor-
tantly, for action. We should not and we cannot let them down.

Public health preparedness is a long-term challenge, whether it
is for pandemic influenza or any other emergency. We obviously
cannot do everything at once, but we are making great strides. I
am pleased with it.

And I want you to know that local public health departments are
integral in both the planning as well as the execution of any pan-
demic influenza efforts. Thank you very much.

[The statement of Dr. Caldwell follows:]

PREPARED STATEMENT OF MICHAEL D. CALDWELL, MD, MPH

Good Morning Chairman Langevin, Representative McCaul, and distinguished
Members of the Committee. It is my pleasure to address you today on behalf of the
nation’s 2800 local public health departments, who work on the front lines to protect
their communities from pandemic influenza, as well as a multitude of other public
health threats. I am a Past President of the National Association of County and City
Health Officials and I have had an opportunity to learn from my colleagues across
the country. I have had the privilege of representing our local public health depart-
ments by participation in focus groups for the development of standards for Fusion
Centers to capture, coordinate, and rapidly communicate intelligence among all lev-
els of government. In my home County of Dutchess in New York, I have been deeply
engaged in pandemic influenza preparations under the leadership of our County Ex-
ecutive William R. Steinhaus. Today, I am happy to report to you on the progress
made by local health departments and their community partners. I will also point
out areas of concern that we have identified as shortfalls in current national pan-
demic influenza preparedness.

The combined efforts of local health departments and our colleagues in first re-
sponse will determine the initial, as well as the ultimate impact of an influenza pan-
demic on the people of the United States. I will describe how local health depart-
ments are planning our response to a worldwide influenza outbreak, with an empha-
sis on how the success of those plans relies on the crucial linkages that have been
built between local public health departments and a range of governmental and
community partners. Relationships among responders in many disciplines and sec-
tors across our local communities, regardless of who their federal counterparts may
be, are growing more robust and better coordinated. If we are to protect our commu-
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nities adequately, we have no choice but to reach out, engage, communicate and co-
operate with our local partners.

Pandemic Influenza Preparedness Must be Integrated into All-Hazards
Preparedness

Local emergency preparedness is based on an ‘all-hazards’ approach. This ap-
proach requires communities to assure the essential capabilities necessary to re-
spond to a wide range of emergencies: intentional or naturally occurring infectious
disease outbreaks; chemical, explosive or radiologic accident or attack; weather-re-
lated disaster; or other emergency.

Since 2001, with the elevated awareness of the country’s vulnerability to inten-
tional attacks with biological agents, there has developed a better understanding of
public health’s unique role in protecting our homeland. Whether the communicable
disease threat is a novel influenza virus, smallpox, anthrax, West Nile Virus, SARS,
or other emerging pathogen capable of causing widespread illness and death, there
is a core of universal public health response capabilities for which all local health
departments across the country are planning, training, exercising and engaging in
a process of continuous evaluation and improvement.

However, our local health departments do not and cannot stand alone. All plan-
ning and response is and must be integrated with other local entities, most notably
public safety first responders, but also state, federal and non-governmental part-
ners. Fundamental to such integration is a shared command and management
framework. With its strong foundation in the Incident Command System (ICS), the
broader National Incident Management System (NIMS) developed under Homeland
Security Presidential Directive 5 provides this common underpinning for all public
health and public safety preparedness. Adoption of NIMS is facilitating the integra-
tion of language, mental models and even certain cultural aspects of public safety
by public health professionals.

Just this past week, I spent three full days in Poughkeepsie, NY completing the
ICS-300 training with colleague emergency response partners which included local
police, fire, EMS, water-plant operators, state emergency management officials,
state troopers, public health nurses and many other disciplines mandated to be
trained. These mandates, while burdensome, provide many important benefits, in-
cluding opportunities to meet and work with the very individuals who we will likely
meet in the Emergency Operations Center (EOC) during a real emergency. I have
always said that the EOC should be the last place for exchanging business cards
of introduction with your critical partners.

In Dutchess County, the staff of our health department have learned this new
language and approach. They have grown accustomed to planning and exercising
within an incident command system. We practice this in many ways. For instance,
we use incident command for our seasonal influenza vaccination clinics, so that we
will know exactly how to address a need for mass vaccination. We have worked
closely with the local police to address traffic and safety issues in planning our sys-
tem of PODS, or points of mass distribution sites, which we would need to distribute
medication during a pandemic or other public health emergency.

Through these opportunities to strengthen relationships, our county emergency
management agency now understands and uses the expertise that our health de-
partment offers in epidemiologic surveillance, environmental health, and medicine.
We work side-by-side on planning, education and evaluation. The health department
is now included in emergency drills undertaken by other county agencies and orga-
nizations. This enables us to uncover and address discrepancies between the emer-
gency plans of individual organizations, so that the expectations of every responding
agency are universally understood.

Key Elements of Front Line Pandemic Influenza Preparedness

1. DISEASE SURVEILLANCE

The purpose of a strong surveillance system is to create time in which to inter-
vene and to eliminate or mitigate threats. In local public health, practical disease
surveillance means a system by which clinicians in private practice or in hospital
settings can detect and report a novel flu virus or a patient who is suspected to have
a reportable disease or an unusual case presentation to a public health authority
capable of receiving, interpreting and responding to such a report. Ultimately, the
country may reach a point where electronic medical records and associated systems
will enable automatic reporting of diseases or suspicious symptoms, but such capa-
bility will be immensely challenging in this intensely diverse and complex national
environment. We cannot wait, nor can we depend solely on technology when so
much is at stake.
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Our greatest strength is in our American workforce—our astute clinicians, our
trained healthcare professionals, our alert hospitals—and the effective partnerships
that are forged between these entities and capable local public health departments.
It is important not to underestimate the immediate and important utility of this
model of disease surveillance. As we recently witnessed with the case of the mis-
management of the internationally traveling groom with multi-drug resistant tuber-
culosis, all electronic monitoring efforts can be thwarted by just one human error.
All of our new multi-billion dollar monitoring systems must be complemented with
continued vigilance, training, testing and evaluation of our front line agencies and
their workers.

Local health departments are the ‘boots on the ground’ elements of our nation’s
disease surveillance system. My health department receives and responds to thou-
sands of infectious disease reports each year. In preparation for pandemic influenza,
we have determined that syndromic surveillance must accompany traditional meth-
ods of case reporting. Syndromic surveillance will allow prompt identification of po-
tential communicable disease clusters and trigger response long before laboratory
confirmation is received.

After 9/11, our county hospitals’ emergency departments began reporting indi-
vidual patient’s symptomatology to the state and local health departments via the
HERDS (Hospital Emergency Response Data System) data base. In addition to this
statewide effort, our local health department makes direct phone contact daily with
each emergency room to identify clusters of illness or unusual presentations. This
ongoing networking effort with local emergency departments and infection control
staff has proved to be crucial in the early identification and response to infectious
disease. We have also partnered with select community health care providers and
veterinarians to function as sentinel sites for syndrome and emergent infectious dis-
ease identification.

Our most recent effort for improving our surveillance capacity is to work with
schools, particularly school nurses. We are training them in the basic principles of
epidemiology and disease surveillance and asking them to report absences due to
sickness to us more frequently. It is our intention to expand these syndromic sur-
veillance efforts to local colleges and major businesses soon. We are actively engaged
in cross-training the majority of environmental sanitarians and public health nurses
in the basics of outbreak response so they can assist in case investigation, contact
tracing and outbreak control efforts should a large scale event occur.

2. COMMUNITY AWARENESS & SELF-SUFFICIENCY

One thing that we understand about a pandemic is that there will never be
enough hospital beds to take care of the sick. We can predict that we will be asking
both the sick and the well to stay home to help stem the spread of pandemic influ-
enza. But we also know that our community needs early education, rapid commu-
nication and preparation so they will understand this if a serious epidemic occurs.
Therefore, in Dutchess County we are placing a great emphasis on community edu-
cation and have reached out to the schools, the business community, law enforce-
ment, emergency services and home care agencies. Reaching every Dutchess resi-
dent in a meaningful fashion is a huge task. We can’t do it all at once, but we work
at it consistently because we believe that community understanding and cooperation
will be absolutely essential in reducing the toll of a pandemic.

Our county’s home care agencies are developing a unified emergency preparedness
home care plan. This will enable our residents to know that there will be people
available to deliver some medical and nursing care in their homes if they get sick.

There is a tremendous desire for information regarding pandemic influenza across
all sectors and a there is a great deal of work ahead for local health departments
in spreading the word. This effort will be worth the return if we can reduce panic
and increase creative response options when the need arises, which it will.

3. COMMUNITY INFECTION CONTROL

Over the past several years, the legal foundation required for public health to ade-
quately protect the public in a catastrophic health emergency has been significantly
strengthened in many states. Both state and local health departments have closely
examined our respective responsibilities to isolate and/or quarantine persons, to con-
trol private property, or otherwise to intervene in private activities. All these would
be unprecedented actions, requiring enormous pre-planning.

Our health department has worked with the County Attorney’s office to educate
legal, law enforcement, and emergency medical professionals about isolation and
quarantine. We also conducted a “tabletop” exercise to test our knowledge and we
will be continuing to follow-up on these efforts.

4. MASS DISTRIBUTION OF VACCINES AND MEDICATIONS
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Timely development of an effective vaccine, in sufficient quantity to immunize the
population against a novel virus, is a huge challenge that the Federal government
has taken important steps to confront. Local health departments are responsible on
the ground for accepting delivery of the Strategic National Stockpile in which such
a vaccine or anti-viral medications would be stored. Mindful that we do not now
have the ability to manufacture sufficient quantities of such countermeasures, we
must still have in place all of the planning, staffing and public information systems
necessary to promptly distribute them to all priority populations in the county.

While we’ve not experienced a pandemic flu, local health departments have had
parallel experiences and exercises that have tested our ability to provide mass vac-
cine and medication distribution. During the 2004 seasonal flu vaccine shortage,
with delayed shipments causing the public to become extremely anxious to get their
flu shots, our department gave 5800 doses in two days to our most vulnerable popu-
lations. (Dutchess County has a population of 300,000.)

Yet again, we could not have managed this mobilization without the full support
of our public safety partners, who provided security, traffic control and emergency
medical care. These are no minor feats in a mass setting, especially in a real life
situation where emotions are running high and the chance of panic is never far
away. The public already has benefited greatly from the collaboration between pub-
lic health and public safety agencies. Only through a highly coordinated and very
broad approach will we achieve maximum homeland security in the face of an influ-
enza pandemic.

Another example of the ongoing efforts to enhance inclusiveness and communica-
tions between agencies is that I was invited and am now a member of our Dutchess
County Chiefs of Police Association. When I entered public health school and when
I began my position as Commissioner of Health back in 1994, I could not have imag-
ined being a member of the Chiefs of Police Association. Times have changed and
so have our thinking and response to new and emerging threats.

People are Key to Preparedness

Prior to 9/11, many local health departments were open only during conventional
business hours. Unlike fire or police departments, there was no tradition, structure,
or funding for operating 24/7. That has changed. Now we all have 24/7 coverage and
an ability to call out our staff regardless of the hour. But we do it mostly by increas-
ing expectations for existing staff. In Dutchess County, we have established two new
positions for public health preparedness. We have no large cadre of new staff. How-
ever, our entire health department staff, from the clerical staff to the Commissioner,
have received and will continue to receive training in the ICS system.

One characteristic of all the operational capacities needed for effective pandemic
influenza planning I have described above is that they are labor-intensive. While we
do need to make certain capital purchases in public health, such as communication
equipment and personal protective gear, the bulk of our costs are for people. It is
people who do the collaborative planning in the county and work closely with their
state counterparts. It is people who learn new skills for their new roles in prepared-
ness. It is people who educate the community. It is people who reach out to hos-
pitals, businesses, schools, and all the non-governmental organizations whose help
we need to prepare our communities for a pandemic.

The structure and funding of the nation’s pandemic influenza preparedness efforts
simply do not recognize this reality. A NACCHO survey showed that the average
grant received by local health departments nationally for all-hazards preparedness
declined by 20% from fiscal year 2005 to fiscal year 2006. Supplemental federal
funds for state and local health department work specifically in pandemic influenza
preparedness will terminate in August 2008. We are deeply worried that, as federal
priorities change, our ability to sustain the workforce that must continue the com-
plex job of preparedness will diminish. Our local funding for all-hazards public
health preparedness has been eroding steadily.

Federal Leadership

It is a positive step that so many in this country are paying attention to pandemic
influenza before we find that threat a reality. We often tend to focus on the last
event, but in this case the focus has been on being proactive—a fact which is evi-
denc?id by the very existence of this hearing. Your leadership on this issue is appre-
ciated.

However, there doesn’t always appear to be cooperation and coordination between
preparedness planners at the Federal level and those working at the local and state
levels. In addition, the Department of Homeland Security (DHS) has made progress
in understanding and integrating public health in fits and starts. Initial efforts to-
ward fulfilling HSPD-8 showed limited understanding of what public health even
was and how it would mount a response in an incident. As I described above, pan-
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demic influenza response will require much more than medical care and hospital
beds.

NACCHO has long been concerned that DHS planners, unlike their state and
local counterparts, have little appreciation for the local public health role in pan-
demic influenza response and for the kinds of local operational realities I have de-
scribed above. The vast assortment of DHS committees and task forces have only
a smattering of public health representation and the opportunities for meaningful
input have been scant. We respectfully suggest that, while including representation
from the Department of Health and Human Services in DHS work is important, it
is not an effective substitute for gaining the input of public health departments who
are doing the operational planning every day.

For example, we share the frustration of many local and state officials about their
lack of representation in the revision process for the National Response Plan (NRP),
which will govern response to pandemic influenza, as well as all other national
emergencies. DHS tasked 12 workgroups to focus on specific issue areas of the NRP.
One of these workgroups focused on ’State and Local Roles and Responsibilities,”
but had only six state government representatives and no local government rep-
resentatives, compared to a group of approximately 40ufederal representatives.
None of the state representatives were public health officials. If DHS intends the
new National Response Framework to address pandemic influenza effectively, local
and state governmental public health experts should be engaged at the beginning,
not during a comment period at the very end.

The input of local responders in public health and every other discipline of public
safety must be brought to bear on DHS plans and guidance in a manner that en-
ables serious listening and timely input. That is the only way to bridge the federal
gulf between traditional emergency response and public health emergency response.
At the local level, we believe that public health and its public safety partners under-
stand the true meaning of “all-hazards” preparedness, as well as the special place
that pandemic influenza planning has within that context. We strongly urge im-
provements in this regard at the federal level.

Federal agencies need to collaborate in sending coordinated and reinforcing mes-
sages to all grantees at state and local levels that multidisciplinary cooperation is
a high priority. Through the structure of grant programs and the guidance provided,
DHS and HHS can either facilitate local efforts in that regard or hinder them with
inconsistent guidance. HHS guidance for public health emergency preparedness has
been incorporating many dimensions of the NRP, such as required training in the
National Incident Management System. In general, however, federal agencies are
developing and disseminating uncoordinated, fragmented, and dissimilar plans for
addressing pandemic influenza.

Finally, while much time is spent asking local and state emergency personnel to
understand how the national response plan is structured, we need to remember that
no matter how serious the emergency, the response always begins locally. And in
the case of pandemic influenza, the effectiveness of that early response will deter-
mine how the emergency unfolds. Standardization is important to the extent that
it can be realized, but national plans also must support a response in every corner
of this diverse country. A top-down, one-size-fits-all approach simply will not be suc-
cessful.

Whether pandemic influenza or some other disaster afflicts our nation, there is
no shortage of dedicated Americans at every level of government working hard on
homeland security. Continuing to promote, support, and build local partnerships
among public health, health care, public safety, emergency management, and a host
of private sector partners will only improve our ability to protect the health and
safety of our communities.

Thank you, on behalf of all the nation’s local health departments, for your concern
and leadership.

Mr. LANGEVIN. Thank you, Dr. Caldwell.

Before I go to Dr. Lakey, there is a vote on right now. My inten-
tion is to go to Dr. Lakey for your statement and then we will re-
cess for about 20 minutes, come back for a very brief round of ques-
tions and then conclude.

With that, I recognize Dr. Lakey for the purpose of summarizing
his statement for 5 minutes.
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STATEMENT OF DAVID LAKEY, MD, COMMISSIONER, TEXAS
DEPARTMENT OF STATE HEALTH SERVICES, CENTER FOR
CONSUMER AND EXTERNAL AFFAIRS

Dr. LAKEY. Good morning, Chairman and members. My name is
David Lakey, and I am the commissioner of the Texas Department
of State Health Services.

And I want to thank you for this opportunity to testify on the
progress and the challenges we face in Texas preparing for pan-
demic influenza.

In order to understand these, you have to understand something
about the Texas structure. The governor’s department or division
of emergency directs overall disaster response in the state of Texas.

Department of State Health Services, however, is the primary
agency for coordinating health and medical preparedness and for
coordination of pandemic flu prevention, detection, response and re-
covery.

We have significant experience in Texas in disaster response.
However, pandemic influenza response is unique, as has been out-
lined here earlier today.

There are issues related to the geographical spread. There are
issues related to the length and duration of the pandemic. And
thus, pandemic influenza is not just a medical issue. It is a societal
issue as we respond.

One of the strategies in public health to respond—one of the cor-
nerstones is called social distancing, basically keeping individuals
apart so they do not spread the disease one to another.

And this includes closing schools, canceling public events, work-
ing from home—and these are hard decisions. These decisions are
made locally, and we have to work as a state with our local part-
ners to make sure that there is continuity in how these decisions
are made.

We also have to address worker safety issues to make sure that
the first responders are safe when they respond to individuals with
influenza, so they do not become the next victims.

We also are struggling with how do we continue our operations
to make sure we have continuity of operation plans. In a situation
where you have 30 percent or 40 percent of workers absent, how
do we continue to keep government functional, businesses func-
tional, utilities that are being provided?

We also have to look at hospital surge capacity, especially inten-
sive care surge capacity. This will be a major stress on the hospital
system and the medical system during a pandemic.

Thus, with that background, we have been working for several
years now on how do we respond as a state to this threat. And we
have done this in collaboration with many stakeholders, our local
partners, our federal partners, so that we can develop comprehen-
sive plans in the state of Texas for disaster response.

This is a part of the overall state disaster preparedness plan, and
we have also developed a more comprehensive 122-page guideline
for pandemic influenza that outlines what we specifically need to
do in each stage of the pandemic.

We have worked to make sure that we can allocate and dis-
tribute the antivirals if they are available. We have worked to

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00060 Fmt6633 Sfmt6601 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



57

make sure that we can vaccinate individuals very rapidly, as was
discussed earlier today.

And we have made sure that we have set up a statewide labora-
tory diagnostic system, part of the Laboratory Response Network
that was discussed just a minute ago, so that we can rapidly diag-
nose individuals with influenza in a matter of about 3 hours after
the samples are sent to the system of 10 labs across the state of
Texas.

We have also provided guidelines to the local health departments
so that it is an integrated response in Texas and have developed
information tool kits for health care providers and community lead-
ers.

A couple other projects we have been working on this summer
have been the development, working with the CDC, to look at our
laws in the state of Texas to make sure we do have the right legal
infrastructure during a pandemic.

And we have been working with state agencies across Texas to
make sure that there are continuity of operation plans in all agen-
cies in state government and that there is some consistency in H.R.
policies throughout state government when a pandemic occurs.

We believe that there are really three critical components of a
strong response to pandemic influenza. First, we need to build and
maintain a strong public health system. This is locally, at the state
and at the federal level.

We need to create partnerships between the federal, state and
local level and international partners and private partners in this
response.

And we need to recognize that there are differences between local
areas and maintain the flexibility that allows states and localities
to act effectively and efficiently during this threat.

It can’t be overemphasized, the importance of a strong public
health system. Texas’ success has been due to building on the pub-
lic health system and using an all-hazards approach for all types
of threats, so we can identify them, monitor them, ensure that we
can respond effectively, and that we communicate with our public
and our private partners during this time period.

A couple of examples of the strengths that have occurred in
Texas include the development of our Strategic National Stockpile
Operations Plan. That has been reviewed by the CDC and it re-
ceived a very high score this last month.

Our plans have had favorable recognition by the CDC. We
learned during Katrina and Rita the need for a multiagency coordi-
nating center during any type of disaster where we bring the indi-
viduals that need to take care of the logistic components of ICS, In-
cident Command System, together, all incident command systems,
so we can have a coordinated response.

We have established a surveillance system for all viruses, res-
piratory viruses, so we can identify them early. And we have been
coordinating with our CDC partners and other partners at the bor-
der ports of entry and at major airports.

And finally, we have developed a public health information net-
work so we can disseminate information quickly to our partners
throughout the state of Texas.
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And again, it is important to have a very strong public health re-
sponse. It is also important to have federal, state and local partner-
ships. This is not something that the state can do on its own. And
this has to be coordinated through all these different partners.

This needs to be sustained. There has to be sustained commit-
ment and consistent direction from the federal level in order to en-
sure that these programs that have been developed continue.

This is an ongoing threat, and in order for us to be successful,
we have to have integration across all levels of government and co-
ordination across jurisdictional lines.

We understand the need for partnerships in Texas. We have very
large cities. Four of the 20 largest cities in the nation are in Texas,
and we need to coordinate from the state level with these cities.

We have sea and airports that are among the busiest in the
country. We need to partner with them as part of this disaster pre-
paredness.

And over half the U.S.-Mexico border is in our state, and over a
million individuals cross the border legally every day, and thus we
need to work in partnership with our Mexican colleagues.

We also believe that there is an importance for flexibility in the
overall response, that there is flexibility in preparing and respond-
ing to a pandemic and that different localities have different chal-
lenges that need to be addressed.

We need to have flexibility in the use of human, financial and
medical resources.

Texas is a local-controlled state, and so many of the decisions for
pandemic influenza will be made at the local level, and they need
to have the flexibility to be able to respond appropriately.

Ninety-five percent of all the funds that come to Texas go to the
local health departments to ensure their ability to respond.

In summary, as I said, there are three priorities that I think are
critical. One is to have a strong public health system.

The second is to have consistent partnerships between the local,
state, federal and international partners.

And third, we need to have flexibility, and it is essential, in order
for the state to respond appropriately.

Federal funds allow Texas to build an emergency response infra-
structure to enhance our overall preparedness, and it needs to be
sustained in order for these programs to continue.

And we appreciate the investment from the federal level and look
fm(riward to a sustained partnership. And I appreciate your time
today.

[The statement of Dr. Lakey follows:]

PREPARED STATEMENT OF DR. DAVID LAKEY

Opening

Good morning Mr. Chairman and members of the Subcommittee. Thank you for
the opportunity to testify on the Texas perspective on planning for Pandemic Influ-
enza.

My name is Dr. David Lakey and I am the Commissioner for the Texas Depart-
ment of State Health Services, known as DSHS, which is the primary state agency
responsible for coordination of pandemic influenza prevention, detection, response
and recovery. I became Commissioner on January 2, 2007. Prior to that, I served
as an associate professor of medicine, chief of the Division of Clinical Infectious Dis-
ease and medical director of the Center for Pulmonary and Infectious Disease Con-
trol at the University of Texas Health Center in Tyler. At the UT Center for Bio-
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security and Public Health Preparedness, I was the associate director for infectious
disease and biosecurity. In addition, I chaired a bioterrorism preparedness com-
mittee for 34 hospitals in East Texas and led development of the Public Health Lab-
oratory of East Texas in 2002.

As the state’s public health authority, it is our mission to promote optimal health
for individuals and communities while providing effective health, mental health and
substance abuse services to Texans. Some of these activities range from ensuring
essential public health services, such as immunizations to children, tuberculosis pre-
vention and treatment, and food safety regulation to health care safety net services
for our neediest Texans, like low income women with breast and cervical cancer or
treatment for individuals with mental health illness. Our department also regulates
health care facilities and many health care professions.

Integrating Pandemic Influenza Response into All-Hazards Approach

Today, I am here to discuss the major successes and unique challenges that Texas
has experienced in preparing for Pandemic Influenza. Texas faces many different
emergency situations, ranging from hurricanes, floods, and tornados to infectious
disease outbreaks, such as measles. That is why Texas has taken an all-hazards ap-
proach by integrating pandemic influenza preparedness and planning into our
health and medical response plans. By taking an all-hazards approach, DSHS is
building an emergency preparedness infrastructure that can quickly respond to nat-
ural, infectious disease and manmade disasters. In a large state like Texas, with
very large and small communities, this approach requires working closely with local
jurisdictions, health departments and responders. Although influenza pandemics
have unique characteristics, response preparations still need to be part of an all-
hazards plan. After a pandemic outbreak begins, it is too late to prepare.

First let me outline for you the emergency response structure in Texas and DSHS’
primary responsibilities for health and medical preparedness and response.

Public Health and Medical Emergency Support

The Governor’s Division of Emergency Management directs the state’s role in dis-
aster response: to maintain overall situational awareness and support community
response, to provide guidance to local jurisdictions, and to coordinate securing and
deploying federal and other resources when state and local assets are insufficient
to meet the need. DSHS serves as the primary agency for public health and medical
services. Our agency is responsible for coordinating health and medical prepared-
ness and response activities according to the National Response Plan that addresses
got only public health and medical services, but also nuclear and/or radiological inci-

ents.

Texas Pandemic Influenza Plan Operating Guidelines
Influenza is always on the watch list, and Texas preparations have been ongoing
to get ready for pandemic influenza. In Texas, influenza surveillance activities con-
tinue to expand—from identifying Texas illnesses to monitoring global events. Texas
began developing its current Pandemic Influenza Plan in 2002. The Texas plan,
which complements the revised World Health Organization plan and the U.S. plan,
includes:
e Guidance to local health departments for working with their community lead-
ers;
e Considerations surrounding allocation and distribution of vaccines and
antivirals;
* Updated designs for mass vaccination clinics based on real-time, full-scale ex-
ercises;
e Development of information toolkits for health care providers and community
leaders.
The plan was developed working in concert with our partners at the local, state
and federal levels, including the private sector.

DSHS Responsibilities During an Influenza Pandemic
In Texas, DSHS is the primary state agency responsible for coordination of pan-
demic flu prevention, detection, response, and recovery, working under the overall
framework of the state’s emergency management system led by our Governor’s Divi-
sion of Emergency Management. These roles include:
e Developing and maintaining a statewide pandemic flu response plan to pro-
vide guidance in preventing, preparing for, identifying and responding to pan-
demic flu that affects the state;
e Developing and maintaining a statewide pandemic flu surveillance system to
detect circulating flu strains;
o Sustaining Texas’ ability to rapidly isolate and subtype flu virus;
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e Coordinating and supporting training and awareness campaigns for the public
related to identifying, preventing and controlling spread of pandemic flu;
obIIEnsuring timely dissemination of pandemic flu vaccine when it becomes avail-
able;

e Organizing attempts to stop, slow, or otherwise limit the spread of pandemic
flu by providing guidance to local health departments on activating official re-
sponse teams, enhancing disease surveillance, collecting specimens and starting
interventions;

e Managing and supporting efforts to ensure timely dissemination of Strategic
National Stockpile (SNS) resources, including other pharmaceuticals and med-
ical supplies;

; Diﬁecting provision of disaster mental health to first responders and those af-
ected.

Recent Successes in Pandemic Preparation

Texas and the Department of State Health Services have achieved some notable
successes in our efforts to conduct preparedness and response planning for pandemic
influenza.

Strategic National Stockpile (SNS) Technical Assistance Review

Just last week, CDC conducted a technical assistance review of our state plans
for the implementation of the Strategic National Stockpile (SNS) plan. While Texas’
score is not official, DSHS has been told that it will receive a state level score in
the high 90’s out of a possible 100. This comprehensive review looked at Texas’
readiness and ability to put into action its SNS operations.

CDC Review of Texas Pandemic Influenza Operational Plan

Another recent success was the recognition from the Centers for Disease Control
and Prevention (CDC) which provided a review of the six priority areas of the Texas
pandemic influenza operational plan. These six priority areas include:

e Antiviral Allocation, Distribution and Storage;
Communications;
Surveillance/Laboratory;
Continuity of Operations;
Mass Vaccination, and
Community Containment/Mitigation.

Of these six priority areas, two in particular, Communications and the Antiviral
Allocation, Distribution, and Storage Plans were identified as best practices in these
areas of preparedness. The DSHS Pandemic Influenza Communication Plan was
lauded as being in—depth, detailed and reflected exemplary effort in its develop-
ment. While the DSHS Anti—Viral Distribution Plan was cited for being well—
thought out plans with elements that were exercised and proven to be effective.

Multi-Agency Coordinating Center (MACC)

Another success grew out of the integration of an all-hazards approach to health
and medical emergency preparedness. The back-to-back impacts of Hurricanes
Katrina and Rita tested the capabilities of DSHS, with federal, state and local part-
ners, to respond to physical and mental health needs resulting from these natural
catastrophes. These events led Texas to create the Multi-Agency Coordinating Cen-
ter (MACC), which provides a state health and medical response across Texas’
health and human services agencies during emergencies including pandemic influ-
enza. The MACC has allowed DSHS to better coordinate with state and local part-
ners, in both the public and private sectors, to strengthen the state’s public health
infrastructure in responding to health and medical emergencies. A state-level pan-
demic exercise was conducted in mid-August 2007. Lessons learned from that activ-
ity and real-life activations were incorporated into MACC emergency operation pro-
cedures. After action reports relating to the past hurricanes and recent flooding re-
sponses have also led to continued improvement of systems which enhance pan-
demic preparedness in Texas.

Increased Surveillance Activities

To enhance disease surveillance activities for pandemic influenza, DSHS has in-
stituted procedures and policies for the surveillance and evaluation of cases of Influ-
enza-like Illness (ILI), including a registered sentinel network of primary care pro-
viders. This includes working closely with the DSHS Public Health Laboratory to
identify both influenza and other respiratory viruses. In addition, DSHS has an on-
going collaborative relationship with the CDC Division of Global Migration and
Quarantine, both with training exercises as well as true public health events of con-
cern regarding the potential introduction of communicable infectious agents, includ-
ing H5N1 avian influenza and tuberculosis. These activities are closely coordinated
with CDC and other partners involved with ports of entry and departure, both along
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the Texas—Mexico border and other International Ports of Entry at major airports.
These measures include strengthening surveillance, laboratory, and hospital re-
sponse capacity and improving statewide communication about public health and
medical threats through the Public Health Information Network (PHIN). The PHIN
is an electronic system for quick distribution of specific health and medical informa-
tion to local health departments, community leaders and medical providers through-
out the state. In addition, the PHIN provides video conferencing and distance learn-
ing capabilities, along with a mechanism for ensuring the security of health data
that is transferred from those members of the network to DSHS.

Laboratory Response Network

Over the past 5 years, Texas has worked to develop a Laboratory Response Net-
work (LRN) across the state. Currently, our state has established 10 high level con-
tainment LRN laboratories that can rapidly diagnose infections of significant public
health concern. Of these labs, eight can now also diagnose H5N1 avian influenza
in about three hours after a sample is submitted to them. This type of infrastructure
facilitates a rapid public health response throughout the state and is a critical com-
ponent in the early identification of a pandemic influenza outbreak.

Some Remaining Challenges in Pandemic Preparation
Size of Texas and its International Border with Mexico

One of the biggest challenges in preparing for pandemic influenza in Texas is
reaching all our residents quickly. The size and diversity of Texas results in a wide
variety of needs and requires a large number of resources to meet those needs. It
is further from El Paso to Houston than it is from El Paso to San Diego, California.
Texas has four of the nation’s largest cities by population and also some of the most
rural and sparsely populated areas in the country. In addition, over half of the
U.S.—Mexico International Border is in a part of Texas that covers 32 different
counties and four separate Mexican states. Communications between all these dif-
ferent public health agencies is essential. When you consider that over a million
legal crossings take place each day along this border, it is a test of theTexas public
health system to work in a binational effort with Mexico to identify and prevent the
potential for pandemic influenza. Other factors that complicate the disease surveil-
lance activities along the Texas—Mexico border is that cross-border trade more than
tripled since 1993, along with rapid population growth on both sides of the border.
Added to the challenges represented by the Texas—Mexico border are other points
of entry such as sea ports and international airports. Strong public health systems
along the Texas—Mexico border and at other designated U.S. points of entry serve
not only our state but the entire nation to minimize any potential for spreading pan-
demic influenza in the United States.

Texas: A Local Control State

Texas is a local control state, and many final decisions about pandemic influenza
will be made at the local government level. The DSHS plan was developed with local
input to provide a simple, flexible process adaptable for state, regional, and local
jurisdictional use. In those areas of the state where there is no local health depart-
ment, the DSHS regional offices serve as the local health authorities. The goal has
been to ensure that Texas continues to build and enhance processes to provide pub-
lic health planning and response capacity at all levels in all communities. To build
local preparedness capacity, DSHS began contracting with local health departments
(LHDs) in 2002. DSHS has directed 95% of federal funds to preparedness activities
at the local level including direct contracts with local health departments. Separate
funding is provided to local governments through two CDC sponsored special initia-
tives, Cities Readiness Initiative (CRI) and Early Warning Infectious Disease Sur-
veillance (EWIDS).

To be successful locally, it is essential to allow more flexibility for differences in
responding to local needs. Maintaining essential public services is a big concern.
Hospitals could be inundated; medical staff could be in short supply; police forces
may face citizen discontent and other security issues; and keeping citizens supplied
with food, clean water, and other basic essentials could become a serious challenge,
especially if workers themselves are sick or home caring for loved ones.

Restrictions on Use of Federally-subsidized Antiviral Medications

Antiviral medications can be effective in preventing and treating influenza viruses
in a pandemic, especially in reducing the duration of symptoms and some influenza
complications. Their use forms one part of a comprehensive approach taken by
DSHS to containing pandemic influenza. This approach begins with a strong sea-
sonal flu program to increase vaccination rates, improve surveillance, provide edu-
cation, and develop best practices for treatment. Planning for antiviral use includes
identifying target groups to receive these drugs, allocating and delivering antiviral
drugs, communicating critical information, and monitoring the effects of antiviral
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drugs. The priority groups to get any available influenza vaccine or limited
antivirals during an influenza pandemic may be different from the groups identified
for influenza shots during a typical influenza season.

Texas had the opportunity to purchase the antiviral medications Tamiflu® and
Relenza® at a deep discount, based on a low federal contract price. The Texas Legis-
lature appropriated $10 million in general revenue funds in 2007 to purchase addi-
tional antivirals for the state supply under the federal contract. This will purchase
about 675,000 courses. About 1.5 million courses remain available to Texas for pur-
chase at the federally subsidized price. This remaining amount has been offered to
eligible local entities to purchase at the federally subsidized price.

However, there are important drawbacks to purchasing antivirals for stockpiling
under this special federal contracting price. There are national policies that prohibit
using medications bought on the federal contract for anything but a pandemic de-
clared by the CDC and thus we are not allowed to rotate through the stockpile. Fur-
thermore, since these antiviral medications have a limited shelf life of about five
years, our inability to use antivirals purchased under the federal contract for sea-
sonal flu or other illnesses when the fifth year draws close impacts our state’s in-
vestment in these medications. Other factors include the uncertainty as to whether
currently available antivirals will be effective against an emerging, unknown pan-
demic flu virus. Better and/or less expensive antiviral medications may become
available between now and the start of a pandemic. These unknowns and limita-
tions create a challenge in making the case that the purchase of antiviral medica-
tions is a good investment.

A Pandemic is Unique

There are differences in health and medical responses required for a hurricane
versus a pandemic influenza outbreak. A pandemic is unique in that this is a soci-
etal issue, and not just a medical issue. The state and local communities will have
to adjust by modifying their normal medical and non-medical responses, such as em-
ploying social distancing measures like school and public closures and sheltering in
place to counter spread of pandemic influenza. A number of other factors exist mak-
ing a pandemic influenza response unique. That is why we believe that a multi-fac-
Eted, comprehensive approach will better prepare Texas for containing pandemic in-

uenza.

One challenge is preparing for many different response scenarios, including the
inavailability of vaccines and antivirals. People will likely need to change their be-
haviors to reduce illness and death. In the absence of an effective vaccine, “social
distancing” will be a key tool in slowing the transmission of a pandemic influenza.
“Social distancing” is a term which encompasses such things as school closures, can-
cellation of public events, working from home, minimizing travel on public transpor-
tation, and a range of other steps to essentially keep people away from each other
to mitigate spread of the disease. The detailed decisions on such restrictive meas-
ures must be made locally. The need for social distancing will take on a greater im-
portance as schools may need to close and activities such as shopping or large-group
activities may have to be limited. Local communities might have to figure out how
to maintain these restrictive measures for an extended period.

Texas is one of 18 states taking part in Social Distancing Public Health Law
Project sponsored by the Association of State and Territorial Health Officials
(ASTHO) in collaboration with the Centers for Disease Control and Prevention Pub-
lic Health Policy Center (CDC). The project’s goal is to assist states in assessing
their legal preparedness to implement social distancing measures for both declared
and undeclared public health emergencies. A careful review social distancing laws
as they currently exist in Texas has already been done. We are working with state
elected officials, other state agencies, along with private and other public partners
to identify gaps, omissions, and potential conflicts between laws and if statutory
changes are needed.

Worker safety is another issue that must be addressed. In responding to a pan-
demic influenza outbreak, the very workers that are responsible for helping to con-
trol the outbreak and care for the ill become at risk of being infected. More than
that, workers who keep essential services such as food and water in supply are sus-
ceptible. For that reason, the federal government and states have purchased
antivirals as one tool to help protect first responders, health care personnel and
those essential infrastructure workers. Education of infection control practitioners
is also critical to assessing potential exposure situations and preventing the spread
of the disease in the healthcare setting to other employees and patients. Other
worker safety supplies, such as masks, are important for response efforts, but are
not something that we would normally stockpile for a typical disaster response.

In pandemic preparations, we must plan for a scenario where 30 to 40 % of the
workforce is absent. A key effort will be continuity of operations planning. Planning

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00066 Fmt6633 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



63

for scenarios where such a large number of the workforce is not present represents
a challenge for government and also for the private sector. DSHS has been involved
in this effort on many fronts, including putting together a business summit and by
working with other state agencies to coordinate the human resources policies of
Texas state agencies in the event of a pandemic. More work is needed in this area
to help educate our businesses and communities of the potential impact of a pan-
demic and strategies that will help mitigate its impact.

A final factor relating to the uniqueness of pandemic influenza response is the dif-
ficulty hospitals will have due to their limited surge capacity, especially in the area
of intensive care. Because the pandemic occurs in waves and affects such a broad
cross-section of our population, we can anticipate that even a mild pandemic would
be a major stress on the medical/hospital system. Hospitals are a critical component
of the response system in a pandemic flu outbreak and direct discussions with hos-
pital organizations and their members is necessary to determine how this type of
surge will impact the operations of hospitals.

Closing

Despite the complexity and challenges that come with pandemic influenza pre-
paredness planning, DSHS is always working to enhance the public health infra-
structure across the state. That includes continued efforts to coordinate assessment
and planning with not only our local partners, both public and private, but other
neighboring states and Mexican Border States for prevention and containment of ill-
nesses. The goal has been to ensure that Texas continues to build and enhance proc-
esses to provide public health response capacity at all levels in all communities.
CDC Public Health Preparedness (PHP) funding over the last five years has allowed
Texas to build an emergency response infrastructure in those areas where it did not
previously exist and to enhance PHP programs in the larger metropolitan areas. As
Texas’ Public Health Preparedness and Response efforts have evolved, particularly
with the threat of pandemic influenza, focus has shifted from building infrastructure
to building response capacity in support of a program that has grown in sophistica-
tion and complexity. It is my hope that the federal government will give states the
flexibility to be able to make the necessary adjustments to meet the diverse needs
of its population and the continued support to build and maintain the capacity to
protect our state and nation from an influenza pandemic.

Thank you for this opportunity to address you on a subject of great public health
importance.

Mr. LANGEVIN. Very good. Thank you, Dr. Lakey.

With that, as I said, it is my intention to recess for about 15 min-
utes or 20 minutes. We have two votes. We will come back for a
very brief round of questions.

Dr. LAKEY. Thank you.

Mr. LANGEVIN. Thank you very much.

The committee stands in recess.

[Recess.]

Mr. LANGEVIN. We appreciate the panel sticking around for a few
more minutes, and we will get right to the questions. I will begin
with Dr. Cirillo.

In your opinion, are hospitals and major medical centers getting
enough federal funding and guidance to prepare for an influenza
pandemic?

And how do you propose getting all of the funding resources and
guidance that you feel are necessary down to primary care pro-
viders?

Dr. CiriLLO. I will be honest with you, Congressman, that there
has not been enough money, and the amount of money that it
would take to say that we are fully prepared, if we could ever say
that, is very significant.

We did calculations in Rhode Island for a year-long pandemic in
order to try and have enough medical equipment, supplies and to
be able to provide some reimbursement to health care providers
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who would come and assist the state, and the price tag for that,
for 1 year, was $550 million.

And those were, you know, rough calculations, but that gives you
some sense of the amount of money that it would take to really
continue to deliver health care to, you know, an increasingly sick
and large number of patients.

I think what we have done is tried to build on those partnerships
that we have had through the Hospital Preparedness Program.
That has allowed us to try and create common infrastructure, to
create common efficiencies with the hospitals.

The challenges that we face, though, are that even if we can
stand up alternate care sites and find extra space, the issue of
where will the ongoing supplies come from once we get through our
initial cash, and where will we continue to find and recruit health
care providers—we have discussed the issues of doing, if you will,
battlefield promotions.

You know, how can we take medical students even early on in
their career and quickly give them some just-in-time training to in-
crease their ability to provide care?

How do we take family members and teach them the basic skills
of family health care, to try and allow people to be taken care of
at home or at an alternate care site or at a hospital?

So those challenges of resources are still the critical ones that al-
though we can create that infrastructure, when the rubber really
hits the road, I think my greatest concern is that the resources
that we have will be utilized fairly quickly.

And then it will become increasingly difficult to keep the same
standard of care and the challenge of decreasing standards of care
or altering them really is something that is very difficult.

Mr. LANGEVIN. Let me ask this question, because it is funding re-
lated, and the panel can comment on either the previous question
or the current one that I have.

I understand that many of the preparedness grants from HHS,
for example, are 1-year grants. Why is this?

And wouldn’t it be more efficient to put more multiyear grants
out there, which would encourage states and agencies to develop
longer-term, more broad-reaching goals?

We will start with Dr. Cirillo, and then if anyone else would like
to comment.

Dr. CiriLLO. I think we have tried to encourage our federal col-
leagues to look at that as an option. I would like to share a very
Rhode Island sailing analogy, which is if I decide I want to sail
from Newport to the cape, I know where I want to end up.

Along the way, I may have to change and tack with the wind a
li;ctle bit, but I have a goal of where I want to be in a certain period
of time.

And on our level, if we continue to change priorities and change
terminology and change strategies every year, it really takes more
away from actually being prepared and devotes more time, money
and resources to just managing the program, and that is really not
what we want to do.

So I think a longer strategy—much as the bills and the programs
are authorized for a multiyear basis, we would like to see at the
state level that the grants are administered on a multiyear basis
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so that we can establish long-term goals, long-term strategies and
keep moving toward those in a coordinated fashion.

Mr. LANGEVIN. Any comment from the panel?

Mr. SHULT. If I could maybe bridge the two questions, I agree
with all of the previous comments. We have gotten substantial, al-
though now declining, levels of funding to build laboratory capacity
in terms of our diagnostic testing, our laboratory networks and de-
veloping an emergency response culture.

That needs to be sustained. A lot of that money now is going to
sustaining some very highly trained staff where if the money goes
away, we are going to be in jeopardy hanging onto them.

So I think Wisconsin has benefitted probably better than some
other states in that regard.

I would echo the comment that—well, and then to make up the
shortfall, funding essentially comes out of my operating budget in
my division and ultimately my public health lab.

It makes it difficult, if we are making decisions on a year-to-year
basis, never quite sure how much funding is going to be there, and
how much shortfall I am going to have to make up.

So we have enough, we have had an adequate amount to build
substantial capacity capability. That needs to be sustained, but it
would help us a lot to be able to do this on a multiyear basis so
we can set up the long-term goals and maybe shift priorities.

Mr. LANGEVIN. Anyone else?

Dr. CALDWELL. I can tell you that the national county and city
health officials are very concerned that we have seen declines of 20
percent or more in the all-hazards preparedness dollars that have
gone out to local departments of health—and to know that the pan-
demic influenza preparedness funding is expected to terminate in
August 2008.

You know from your own experience that when federal resources
are made available that states and communities will take those re-
sources and match them.

They will do that more readily if they know there is a sustain-
able commitment over time. And a lot of this has to do with hiring
personnel, as you are well aware.

And that is the core part of what we have been trying to do ini-
tially, is to build our capacity of professionals to help us with the
planning as well as the development of partnership-building and
ultimately of exercising and evaluating this.

This is a long-term commitment. The long-term vision is there.
And the federal government needs to provide the strength and the
foundation to say we are making this a priority in many ways
through the passage of certain acts that this is the goal that we
have, the public health preparedness and emergencies act, what it
is we need to do, and also the resources behind it.

When my county executive sees that there is going to be possibly
a termination of funding, he is very uncertain of whether he is also
going to be able to match money as well, or start a program and
then know that maybe he will have to be fully responsible for it
completely, and then not even know whether that may be some-
thing that could be implemented.
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So therefore, not only in my jurisdiction, but across the country
people are wondering, “Well, should we go and make the extra ef-
fort or are we going to be stuck?”

Mr. LANGEVIN. Dr. Lakey, any comment?

Dr. LAKEY. I think my comments echo the comments that have
already been made. Every year significant effort comes from our
£Q‘Lgegcy in the whole grants management process of reallocating the
unds.

And having sustainable funding to the local health departments
would go a long way in getting them to step up and be a full part-
ner in this. Actually, on the local side, there is a lot of effort that
they have to put into every year in this whole grants management
project.

I think also, on your first question, I don’t think the hospital
component is a huge issue. For example, in Austin, a city of 1.3
million, we would expect that we would have 13,000 individuals
that would be hospitalized during a pandemic.

And so there are significant preparedness activities that have to
take place in the hospitals, and they need the consistent funding.

And they also need to make sure that when that occurs there is
some flexibility on how they are going to be able to bill patients
and be able to get the ongoing revenue.

If they are taking care of patients in a non-traditional manner
on different floors, et cetera, are they still going to be able to keep
the billing—be able to keep the financial security of the hospital—
during that time period? And that is an issue that I hear from hos-
pitals when I discuss it with them.

Mr. LANGEVIN. Thank you.

The chair now recognizes the ranking member, the gentleman
from Texas, for 5 minutes.

Mr. McCAuL. Thank you, Mr. Chairman.

Well, first I want to thank the witnesses for their patience. I
know it has been a long hearing, and we don’t control the votes—
at least, I have no control over that. And thank you for being here.

You know, the long-term commitment is important on the part
of the federal government on an issue that is so important as this
one.

I think long term we will have the technology, hopefully, as we
heard on the prior panel, to develop the technology for vaccines
that could be readily made within a matter of weeks.

But until that time, we have to look at antiviral medications and
a whole host of other things to deal with this situation if it hap-
pens before that time. We are long overdue for a pandemic out-
break in this country. It has been about 40 years.

First, I wanted to get a comment from the panel on—and I asked
this question of the DHS officials, but I would like to get your per-
spective from a state and local level.

How prepared are we and ready are we in terms of the antiviral
stockpile in this nation in the event a pandemic broke out today?
And why don’t we just go down the panel, starting with you, Dr.
Cirillo?

Dr. CiriLLO. I was encouraged to hear, Sir, that at the federal
level clearly the production capacity has exceeded what was ex-
pected. And that is encouraging to hear.
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The federal government had established some federal stockpiles
and it sounds like they are meeting those goals, according to Admi-
ral Vanderwagen.

I think the challenge for us is that there is still an expectation
that the states were going to participate through a negotiated con-
tract in purchasing antivirals to keep at the state level.

And while from a policy and strategic point of view we agree
with that, the challenge is that that is an investment that really
is at risk.

And again, I would reference that those medications that we
choose to stockpile at the state level are not currently available to
be included in the shelf-life extension program.

So if I purchase N95 masks or hand gels, those are items that
are really able to used for lots of different events, and they don’t
go away. They don’t expire.

The decision to invest, you know, scarce resources financially into
antivirals—and if we don’t have the next pandemic for another 4
years and those expire, I really have lost that investment.

And so that really is a challenge for us. So the decision at the
state level of how much financially to invest in antivirals really is
the basis of—that is an at-risk investment.

Am I better buying more masks or, you know, investing in some-
thing that I know will expire and I may not get any value out of
it?

Mr. McCAuL. Dr. Shult?

Mr. SHULT. Just to reiterate some of the comments, I can’t speak
directly to the antiviral stockpiles, but to point out again or reem-
phasize the critical need for accurate, very rapid, highly reliable di-
agnostic testing to make best use of the stockpiles, however they
are.

And another element of that is another key role right now for
public health laboratories working with the CDC is monitor the
emergence of antiviral resistance that we have already seen with
one whole class of antivirals.

And this is something that would have to be monitored through-
out the pandemic period, which could last 18 months to 2 years.

So however the stockpile sorts out, the laboratories are going to
need to have that very rapid diagnostic testing and surveillance
that goes along with it.

Mr. McCAUL. That is a good point.

Dr. Caldwell?

Dr. CALDWELL. Yes, it is concerning to me at some level that
there is so much emphasis being put on antivirals, which we don’t
even know are going to work, investing millions upon millions of
dollars on that, while at the same time not making a one-to-one
commitment for the resources we need to actually get the vaccine
or antivirals into people’s hands.

And that is where local health departments come in. You know,
we are the ones responsible on the ground for accepting the stra-
tegic national stockpile. And we have had experience in having mo-
ments where we have practiced trying to get medicine to people
very quickly.
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Let’s go back to the 2004 seasonal flu vaccine shortage, where
there were delayed shipments and people were anxious and con-
cerned, and the public became extremely vulnerable and worried.

We somehow in Dutchess County were able to give out nearly
6,000 doses in a couple days to our most vulnerable populations.
But that is only actually because of the efforts that we had made
in emergency preparedness and practicing. We did better with that.

And we need there to be a recognition that the unknown strain,
the unknown—hopefully we will be able to develop a vaccine quick-
ly. But the amount of money that you have in antivirals that if
they work, maybe—you know, are they going to take 1 day off of
the illness, or are they actually going to save lives? We just don’t
know.

And I think that if you are going to make the commitment into
putting dollars into medicines, you need to at least make a one-to-
one commitment into putting it into the strategies, the implemen-
tation strategies, the practice and the planning at the local level.

Mr. McCAUL. That is a very good point.

Dr. Lakey?

Dr. LAKEY. Thank you. I agree that antivirals are only one com-
ponent of a comprehensive plan for the state. I think it is an impor-
tant part of the comprehensive plan and for the state.

I worked this issue quite a bit this last legislative session in
Texas. We were offered the ability to buy $34 million worth of
antiviral medicines. It came out of the legislative session with $10
million, and that was a hard sell.

One of the reasons that it was a hard sell was with ongoing
health concerns in the state, spending $10 million for a medicine
that has a 5-year shelf life and the unpredictability of pandemic in-
fluenza made a lot of other issues seem more important at the
state level than purchasing the antiviral medicines.

I think that the 5-year shelf life played a key role in the dif-
ficulty we had in making the case for the state to invest in the
antiviral medicines. And so I think that is a key issue that needs
to be looked into.

Mr. McCAUL. And, Dr. Lakey, following up on that, can you de-
scribe the national policies that prohibit using these medications
bought under a federal contract?

Dr. LAKEY. Under the federal contract, it is negotiated at a low
rate and with a national subsidy, and with that, we are not allowed
to utilize the medicines except for a pandemic, in a pandemic influ-
enza.

We are not allowed to rotate through the stockpile so that we
could use so much this influenza season and replace it with addi-
tional antivirals that are purchased. Basically it is just put on a
shelf and we are not allowed to utilize it except for the pandemic.

And that is where this 5-year shelf life really comes into play.

Mr. McCauL. That may make some sense to take another look
at the contracts so we can fully utilize our resources.

One thing we discussed, Dr. Lakey, yesterday—I wanted you to
expand on—is in terms of hospital bed space, the availability, you
mentioned a concern of yours in terms of your ability to inspect the
hospitals as it relates to CMS’s ability to fund.
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Can you elaborate on this? And what, if anything, would you rec-
ommend we do at the federal level to fix this?

Dr. LAKEY. Sure. The situation is that our agency does initial
hospital licensing, initial inspections to hospitals, to allow them to
bill Medicaid and Medicare.

We have been told that initial inspections for new hospitals are
the last priority, that we are not allowed to do them unless all
other types of inspections are done, and basically that is a situation
that never occurs.

And so we have multiple hospitals in Texas that are awaiting in-
spections in order to come up and be able to bill Medicaid and
Medicare as part of their business plan that are not allowed to do
that at this time.

And so we have 17 hospitals currently sitting in Texas await-
ing—and they are ambulatory care centers and smaller hospitals
that we can’t inspect.

There are other options for the hospitals. They can go through
JCAHO accreditation. They can be deemed under a parent hospital
so they are part of a feeder system into that hospital.

Or if there is an access-to-care issue—the problem for Texas is
we are not an access-to-care state, and so we have offered to use
general revenue and other sources in the state to either take care
of that backlog or to do the initial inspections.

We have offered to be able to couple them with other type of in-
spections and then told that we can’t do that. And so there are
multiple facilities in Texas that we can’t bring up because of those
issues.

Mr. McCAUL. I am curious with the other three panelists wheth-
er you are experiencing that same problem in your respective
states.

Dr. CiriLLO. I don’t think we share the same challenge that Dr.
Lakey is facing in Texas. I think our greatest challenge in terms
of hospitals is the issue of capacity.

And again, within Rhode Island, the hospitals operate on an in-
patient basis at greater than 95 percent capacity on every day.

And so when we talk about where would we accommodate surge,
again, not just for pandemic—we had the experience in Rhode Is-
land of the Station Nightclub Fire, and that was a challenge to try
and despite heroic efforts by first responders and people at hos-
pitals, to create that capacity in a real-time event.

And that really is the challenge, to deal with the unexpected. So
my concern on the hospital level is how do we continue to support
them in difficult financial times, to invest in preparedness when
they are really trying to invest in their day-to-day operation, to re-
main open.

Mr. McCAUL. Any comments from the other two?

Mr. SHULT. And again, from a laboratory perspective, we have
spent a lot of time working with the clinical labs throughout the
state and bringing them up to speed in terms of emergency re-
sponse, their role in a pandemic and what the pandemic is going
to do to them.

We are all going to be affected by this. And they have real con-
cerns as well, similar to what have been echoed here as far as their
capacity to respond, keeping in mind they are critical to maintain-
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ing day-to-day patient care that has to go on anyhow, much less
the complications that are going to arise from a pandemic.

So right now we have been working with them, but they are feel-
ing very much at a loss as to whether they are going to be able
to respond adequately to serve the clinical or their clinicians’
needs.

Mr. McCAuL. Dr. Caldwell?

Dr. CALDWELL. Yes, in the state of New York, we are actually
cutting back on hospitals and beds, believe it or not, because they
feel there is an oversupply, so it is in some ways a reverse problem.

But when you look at, you know, how are we trying to prepare
for the large part of our population being sick and very ill, we are
thinking that we are going to have to have a lot of people taken
care of at home.

And right now, part of our strategy and planning in Dutchess
County and many of my colleague counties is to work with our
home care agencies and to work with them and build their capac-
ities to develop some unified emergency preparedness home care
plans, enabling our residents to know that there will be people
available to deliver some medical and nursing care in their homes
if they get sick.

Now, are we going to be able to activate hundreds of ventilators,
and where are you going to get the staff to activate these ventila-
tors? And I just don’t see it being a realistic possibility. I think
there is going to be some type of very rationing situation. It is
going to be hard.

I mean, we are not going to be taking over hotels. People used
to say, “Oh, we are going to take over hotels and put people there.”
That is not going to happen. The hotels aren’t going to want it. No-
body is going to want to go to the hotel, and nobody is going to staff
the hotels.

And so we need to look at what already exists in our community,
try to think of how people are going to approach the situation,
given that it is not just going to be people getting sick. All kinds
of things are going to be going on.

There is going to be distribution of food problems. People are
going to have trouble getting their food and their water supplies
and their other regular medicine.

So I do have one other comment about the previous topic of phar-
maceutical stockpile and pharmacies.

Instead of us in Dutchess County sort of going out and buying
our own mini-stockpile, what we have done through our relation-
ship-building efforts is work with our local pharmacies, so we have
a memorandum of understanding with all the pharmacies in our
county to know what is on their shelves.

And should there be an outbreak, they will then immediately in-
form us of what is on their shelves, so that will be our sort of—
rotating many stockpiles, which won’t cost us any money.

And of course, they may not have all that we want, but it is at
least something that we can have some control over at any time,
and it doesn’t cost us any money.

As a matter of fact, it is an investment in our continued relation-
ship. While it is not antivirals, it may be something else, like, for
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example, some other antibacterial that we may need for some other
agent that may come along.

Mr. McCAUL. That is very creative.

And I appreciate the chair’s indulgence. And just in conclusion,
I do want to stress again the importance of exercises. I think those
are very important. I hope that your partner at the federal level
will work with you on those.

And lastly, Dr. Lakey, you mentioned the border, and I think
that is an obvious concern on a lot of levels, but certainly from a
health standpoint, in terms of who is coming into the country. I
think we need to have a better level of control over who is coming
into the country.

And certainly, when we had the avian flu outbreak, knowing who
is coming over from those parts of the world that could be im-
pacted—and I know that on the science and technology standpoint,
there has been some pretty good technology that is out there that
could potentially spot if someone who has a high fever, for instance,
coming through an airport.

And so I hope that we will be able to make some progress on that
level as well.

And with that, I yield back.

Mr. LANGEVIN. I thank the gentleman.

I want to thank the panel for being here today as well as the pre-
vious panel. I thank the witnesses for their valuable testimony and
the members for their questions.

We obviously have a lot of work to do in this area. We look for-
ward to a continued partnership at the local, state and the federal
level to make sure that we get this right and we can protect the
American people from both pandemic flu or another public health
threat.

Thank you very much again.

The members of the subcommittee may have additional questions
for the witnesses, and we ask that you respond expeditiously in
writing to those questions.

Hearing no further business, the subcommittee now stands ad-
journed.

[Whereupon, at 1:17 p.m., the subcommittee was adjourned.]
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Appendix I: Letter

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON EMERGING THREATS, CYBERSECURITY, AND
SCIENCE AND TECHNOLOGY,
Washington, DC, October 25, 2007.

Hon. JIM LANGEVIN

Chairman, Subcommittee on Emerging Threats, Cybersecurity, and
Science and Technology, 109 Cannon House Office Buildig,
Washington, D.C. 20515

Dear CHAIRMAN LANGEVIN: Thank you for allowing me to tesify
about pandemic influenza preparedness before the Subcommittee
at its hearing on September 26. It was an important opportunity
to enhance communication between the federal government and
states as we work together to strengthen health and security across
the nation.

Please allow me to make two brief clarifications regarding my
testimony. I mentioned the percentage of preparedness funding
that Texas has directed to the local level including direct contracts
with local health departments. That statement should have re-
ferred specifically to pandemic influenza preparedness funding. In
addition, the percentage of funding awarded for local and regional
pandemic preparedness activities was overstated. The correct fig-
ure is ninety percent.

Again, 1 appreciate the opportunity to present to the Sub-
committee regarding these issues. Please contact me if I can ever
be of assistance.

Sincerely,

DaviD L. LAKEY, M.D.,
Commissioner

(73)
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Appendix II: Additional Questions and Responses

QUESTIONS FROM THE HONORABLE JAMES LANGEVIN, CHAIRMAN, SUBCOMMITTEE ON
EMERGING THREATS, CYBERSECURITY, AND SCIENCE

RESPONSES FROM MICHAEL C. CALDWELL, MD, MPH

Question 1.: What additional resources are needed at the local level to
prepare for and respond to pandemic influenza? What is needed at that
level—?that is not needed at other levels of government or in the private
sector?

Effective pandemic influenza preparedness at the local level requires a continued,
iterative process of planning, testing the plans either through response to a real
event of lesser magnitude or via “tabletop” exercise, identifying gaps and areas
needing improvement, achieving those improvements, and re-testing. While this
methodology is not unique to the local level, locally it requires reaching out to every
community organization, institution, or agency that will be affected by a pandemic
to engage them in practical response planning. The breadth and depth of activity
required to build and sustain such community engagement, unique to the local level,
is a long and labor-intensive effort. It can be accomplished only with a sustained
commitment of sufficient funds to pay for the people that do this work. Local pan-
demic influenza preparedness is not simply a matter of one-time capital purchases
of medications, vaccines, or equipment—rather, it requires constructing and sus-
taining the community response systems that will make a difference in survival
rates. NACCHO believes that a return to previously-appropriated levels of funding
for state and local public health preparedness ($940 million in FY05), accompanied
by performance and accountability measures that genuinely reflect the local plan-
ning, exercising and continuous improvement that is needed, would enable con-
sistent progress. Moreover, it is important to address the funding levels for anti-
viral purchases and the shelf-life extension problem that now discourages state or
local investment.

Question 2.: The best preparation for public health emergencies involves
skilled public health workers who plan and exercise their plans for emer-
gency response jointly with local elected officials, police and fire depart-
ments, emergency managers, hospitals, physicians, schools, businesses, and
other community partners. Please describe how this has occurred in
Dutchess County regarding pandemic influenza preparedness.

In Dutchess County, we have prepared and distributed informational materials
and have offered trainings to area businesses, schools, faith based organizations and
other entities as part of our Pandemic Flu Emergency Preparedness activities. We
have organized table top exercises with our area partners, including the local hos-
pitals. Additionally, our regular flu immunization clinics have been used as opportu-
nities to drill the techniques that will be needed in an emergency situation, when
medications would have to be distributed to the public in a short period of time.
Nine clinics were held in November and December 2006 throughout the county.
Each site selected could accommodate large numbers of attendees without traffic
problems or long waiting times. Clinic hours were increased over the years and each
site had inside waiting areas. Other agencies such as the Sheriff’s Department, the
Department of Mental Hygiene, Public Works, and the Office for the Aging assisted
in mounting these efforts. This type of exercise is being replicated again this year
as we run our 2007 flu clinics.

Furthermore, Dutchess County has recruited a local Medical Reserve Corps of
over 300 volunteers whoa re been trained to provide assistance with medical care,
special needs care, as well as non technical needs. This cadre of citizen volunteers
is meant to be fully integrated into the County’s emergency planning and response
program.

(75)
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Preparing for a pandemic is part of more comprehensive Emergency Preparedness
efforts, looking at multiple scenarios. In Dutchess County, we have also been work-
ing on a continuity of operations plan. During a pandemic event, more than 40%
of the workforce could potentially be unable to come to work. This plan addresses
issues of providing a safe environment, prophylaxis, training and tools needed to
perform essential public health functions in our community. Such a plan is critical
in a pandemic when the public health and other public resources will be stretched
thin providing vaccines and antivirals to the public in a mass clinic or Point of Dis-
tribution site.

Question 3.: What can the federal government do to assist city and county
public health personnel strengthen and coordinate surveillance at those
levels? How do you see information from localities throughout the country,
rolling up into a cohesive real-time disease surveillance picture?

Response: Local health department (LHD) involvement in biosurveillance sys-
tems development and implementation is critical. LHDs are the traditional entry
point for routine disease surveillance and investigation, and function as first re-
sponders in a public health emergency. As such, LHDs are keenly aware of the in-
formation needed to monitor for public health emergencies and mount response and
mitigation activities. LHDs must be actively involved in the definition of data and
functional requirements for biosurveillance systems and in the local implementation
of such systems. State and federal public health agencies must ensure that LHDs
have timely access to any data collected about their local community.

Existing relationships between LHDs and local hospitals and providers should be
leveraged for biosurveillance implementation efforts. LHDs have established rela-
tionships with hospitals, physicians and other healthcare providers in their commu-
nities for disease reporting and preparedness planning and response. As most re-
sponses to emergencies are locally managed, it is critical that these existing rela-
tionships are maintained and strengthened to ensure rapid response to public
health threats. These relationships remain essential even when a state health agen-
cy or the CDC initiates the data collection effort, such as with the CDC’s implemen-
tation of BioSense.© Additionally, over-reliance on biosurveillance data as the only
indicator of a public health emergency must be avoided. Electronic biosurveillance
systems will not replace astute clinicians and LHD relationships with their clinical
communities to detect, monitor and control public health emergencies. Uniform na-
tional adoption of an electronic medical record is absolutely essential to eventual de-
velopment of any fully effective real-time disease surveillance system.

Question 4.: In your testimony, you state “. . .we have seen mixed mes-
sages from our federal leadership. There does not seem to be adequate co-
ordination or cooperation between the planners of Health and Human
Services and the Department of Homeland Security.” Please provide exam-
ples of mixed messages from federal leadership, as well as examples of in-
adequate coordination and cooperation between HHS and DHS.

HHS and DHS have separate and uncoordinated grant programs for state and
local preparedness. Pandemic influenza planning is a major expectation of the CDC
grants, but not of the DHS grants for police/fire/emergency management. DHS has
undertaken the BioWatch surveillance initiative, but it has not been coordinated
with any HHS biosurveillance initiatives, although the responders at the local level
are the same.

Question 5.: In your testimony, you state “. . .we have seen clear exam-
ples of us being left out of the development of the National Response Plan.”
Please provide us with some of these clear examples.

Response: There was no representation of local health departments on any of the
12 workgroups that were formed to fashion the detailed revisions of the National
Response Plan.

Question 6.: In your testimony, you state “. . .in the state of New York,
we are actually cutting back on hospitals and beds, believe it or not, be-
cause they feel there is an oversupply. . .” Who believes there is an over-
supply, and on what data are they basing this belief? Please provide data
regarding the numbers of hospitals and beds, as well as to what numbers
of each the stat is cutting back. What specific impact do you believe this
will have if we are to have an influenza pandemic?

‘BioSense is the national program designed to improve the nation’s capabilities for real-time
biosurveillance and situational awareness at a time when the vast number of health-related in-
formation systems that exist nationally vary in their ability to share data to support immediate
biosurveillance needs.
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Response: In New York State, the hospital environment has been dominated by
mergers and restructuring, which inevitably have an impact not only on the number
of beds, but also the types of beds available. This will in turn affect the ability of
hospitals to accommodate a surge that would be associated with a pandemic.

Response: New York State has recently undergone an extensive review of its hos-
pital system structure and capacity. The formal review was known as the “Berger
Commission” and its detailed report can be accessed at  hitp://
www.nyhealthcarecommission.org/ While some parts of New York State operate at
a high hospital bed occupancy rate, many areas of the state do not. The Berger
Commission was created to address the concern that overall, New York State is
over-bedded by approximately 25 %. The Commission noted that “a fundamental
driver of the crisis in our health care delivery system is excess capacity. New York
is over-bedded an many hospital beds lie empty on any given day. The statewide
hospital occupancy rate has fallen from 82.8% of certified beds in 1983 to 65.3% in
2004, a decrease of 17.5%. Occupancy rates vary by region and are especially low
in Wetern, Northern, and Central regions.”

Question 7.: According to the Implementation Plan for the National Strat-
egy for Pandemic Influenza, “The Federal Government shall, and State,
local, and tribal governments should, define and test actions and priorities
required to prepare for and respond to a pandemic, within 6 months” of
when the Plan was released—so the deadline would have been October
2006. What are the challenges here? Are you waiting for the Federal gov-
ernment to provide you with guidance and resources?

Response: The initial CDC grant guidance for the first phase ($100 million) of
pandemic influenza funding was released in May 2006. Planning and exercising the
full panoply of local resources required for response is a continuous iterative proc-
ess, as described above, and it certainly takes more than four months. As funding
dedicated for state and local pandemic influenza preparedness ends, it will be essen-
tial that federal expectations for pan flu preparedness and for all-hazards prepared-
ness be harmonized and realistic within the resources made available.

Question 8.: According to the Implementation Plan for the National Strat-
egy for Pandemic Influenza, “State, local, and tribal law enforcement agen-
cies should coordinate with appropriate medical facilities and counter-
measure distribution centers in their jurisdictions to coordinate security
matters, within 6 months” of when the Plan was released—so the deadline
would have been October 2006. To your knowledge, has any of this coordi-
nation taken place? If so, how, and if not, how would you recommend this
happen?

Planning and exercising of Points of Distribution for the Strategic National Stock-
pile has taken place in many jurisdictions with law enforcement involvement for
several years now, and most intensively in those that receive Cities Readiness Ini-
tiative funding. DHS expectations for law enforcement engagement with medical fa-
cilities and countermeasure distribution centers should be directly and explicitly
connected to and consistent with HHS expectations for hospitals and health depart-
ments.

Question 9.: What roles do associations play in assisting their constitu-
ents with emergency and pandemic preparedness?

Response: NACCHO has developed a robust collection of on-line tools and a peer
assistance network for local health departments engaged in emergency prepared-
ness. NACCHO also coordinates and disseminates the work of eight local Advanced
Practice Centers for Public Health Preparedness, which develop and evaluate cut-
ting-edge preparedness tools and methodologies. We share information on federal ac-
tions and provide input to a vast array of HHS and CDC workgroups and advisory
groups.

Question 10.: The Government Accountability Office (GAO) says in its re-
port that State, Territorial, Tribal, Local, and other stakeholders need to
be involved in providing input to the National Strategy for Pandemic Influ-
enza and its Implementation Plan, especially as the National Strategy
evol\‘r’es. If you were at the White House, how would you ensure this hap-
pens?

Response: Local stakeholder representatives should be identified and engaged at
the beginning of the federal planning process They should be engaged in review of
early drafts and given enough time to consult meaningfully with their constituents
and to provide written responses. While this is not a rulemaking process, the federal
authors of the strategy and plan should be required to identify what the stakeholder
advice was and explain why it was disregarded or adopted.

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00081 Fmt6601 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



78

Question 11.: As you all know, public health has been identified as one
of the critical infrastructures of our Nation. Have you been included in the
planning undertaken by the Department of Homeland Security to protect
the public health infrastructure? From what you know about this work,
how does it affect you in your state and local positions? What more do you
think needs to be done in this regard, especially in advance of an influenza
pandemic?

Response: NACCHO is a member of the Government Coordinating Council of the
Public Health and Healthcare sector (one of 17 identified sectors). This work has
no current impact at the local level because the Public Health and Health Care Crit-
ical Infrastructure plan is not functional and has no funding behind it.

QUESTIONS FROM THE HONORABLE MICHAEL T. MCCAUL, RANKING MEMBER,
SUBCOMMITTEE ON EMERGING THREATS, CYBERSECURITY, AND SCIENCE

Question 12.: At the hearing, Dr. Caldwell testified that most hospitals op-
erate at “95% capacity everyday,” and that New York is actually reducing
the number of hospital beds because of “oversupply.”

Please see response to Question # 6 above which references the New York State
“Berger Commission.” The detailed report can be located at hittp:/
www.nyhealthcarecommission.org/

Question 13.: What ability do local hospitals in your states have to accom-
modate a surge that would be associated with a pandemic?

Response: Local hospitals are expected to have a surge of up to ten percent (10%)
over their normal capacity. Most local hospitals in NY are close to that surge capac-
ity.

Question 14.: What type of procedures are in place to increase capacity
should a pandemic occur?

The biggest concern for us is what happens when the surge is over the proposed
ten percent? What do we do when hospitals are over capacity? Our local hospitals
are in the process of developing a plan to address that very question. We need to
come up with a model to set up alternate sites of care and that is a huge challenge
for our local healthcare systems.

QUESTIONS FROM THE HONORABLE JAMES LANGEVIN, CHAIRMAN, SUBCOMMITTEE ON
EMERGING THREATS, CYBERSECURITY, AND SCIENCE

RESPONSES FROM L. ANTHONY CIRILLO, MD

Question 1.: The Implementation Plan for the National Strategy for Pan-
demic Influenza provided this task, “All Federal, local, tribal, and private
sector medical facilities should ensure that protocols for transporting in-
fluenza specimens to appropriate reference laboratories are in place within
3 months”—which would have been July 2006. What challenges do you see
with executing this task?

Response: The greatest challenges to the development and maintenance of a sys-
tem to ensure the transport of influenza specimens to reference laboratories is actu-
ally support of the labs themselves and the development of a more efficient process
for dissemination of the information obtained from testing of influenza specimens.
During a pandemic, or even during seasonal flu, the capacity of laboratories to proc-
ess influenza specimens in a timely manner is limited by the number of staff trained
and assigned to this process. Like many other aspects of the healthcare system, the
surge capacity of the laboratories is limited. While cross-training of lab personnel
occurs, and can help to provide short term support for increased testing demand,
it provides only limited increased capacity. Additionally, systems must be developed
for the rapid analysis and dissemination of information obtained from testing such
as geographic patterns of illness, susceptibility to antiviral medications, appropriate-
ness of match to current influenza vaccine. It is critical that this information be
quickly shared with the healthcare and public health sectors for ongoing adjustment
of medical and public health interventions during a pandemic.

Question 2.: The Implementation Plan for the National Strategy for Pan-
demic Influenza states that, “All health care facilities should develop, test,
and be prepared to implement infection control campaigns for pandemic
influenza, within 6 months” of when the Plan was released (deadline: Octo-
ber 2006). Our hospitals and other health care facilities are more than fa-
miliar with infection control measures. Can you describe the specific chal-
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lenges in identifying and implementing infection control measures for pan-
demic influenza?

Response: The challenges to instituting infection control measures at hospitals
and other healthcare facilities during a pandemic will be due to a lack of adequate
capacity of the healthcare system and the infectious nature of influenza. In order
to operate cost-effectively, hospitals today are operating at or near their licensed in-
patient bed capacity. While this operational efficiency is financially prudent, it may
significantly limit the ability of the hospitals to efficiently segregate patients during
a pandemic. Given the increased demand for healthcare services anticipated during
a pandemic, it is likely that all existing inpatient bed capacity will be utilized at
all times. Attempts at segregating patients with influenza from patients receiving
medical services for all other medical conditions may initially be possible, but as the
numbers of inpatients continues to surge, the need to provide care quickly, in the
next available bed, may very well overwhelm any system designed to segregate in-
fectious from non-infectious patients. An additional challenge during an influenza
pandemic will be that people (including patients, staff, and visitors) may be already
infected, and contagious, prior to the development of symptoms of influenza. So,
even in the best of circumstances, segregation of patients with demonstrated influ-
enza illness will not likely prevent the spread of illness to other clinical areas within
a healthcare facility. Given these realities, it is unclear if the expenditure of re-
sources needed to segregate patients will yield much in the way of significant reduc-
tions in illness spread.

Question 3.: According to the Implementation Plan for the National Strat-
egy for Pandemic Influenza, “The Federal Government shall, and State,
local, and tribal governments should, define and test actions and priorities
required to prepare for and respond to a pandemic, within 6 months” of
when the Plan was released—so the deadline would have been October
2006. What are the challenges here? Are you waiting for the Federal gov-
ernment to provide you with guidance and resources?

Response: Given the worldwide nature of a pandemic by definition, it is appro-
priate that the overall strategy related to the management of pandemic be devel-
oped on a global level. However, while a global strategy for pandemic influenza may
be developed through agencies such as the World Health Organization (WHO), the
implementation of that strategy will be different based upon the local effect of the
pandemic and the availability of supplies, medications, and personnel. Within the
United States, there will be an expectation for consistency of care. As such, it is
again appropriate that a national approach be taken in responding to a pandemic
influenza event. Thus the federal government, especially the Centers for Disease
Control and Prevention (CDC), should take the lead in the development of standard-
ized and universal strategies for key aspects of pandemic influenza management.
These key aspects include issues such as prioritization of antiviral medication and
influenza vaccine distribution and guidance on effectiveness and appropriateness of
personal protective equipment (masks, gloves, etc.). After Secretary Leavitt’s visit to
states during late 2005 / early 2006, the challenge to states at that time was the
lack of guidance at the federal level on many of these key issues. Over the past
nearly two years, there have now been numerous reports, from various agencies, on
many key issues related to pandemic influenza management. As such, the challenge
for state and local public health departments is now to continually update and re-
vise pandemic influenza local strategies as guidance continues to be updated at the
federal level. While updates in guidance and recommendations are necessary, and
should reflect the latest in our understanding of how to mitigate the effects of a
pandemic on society, it does require significant resources to continue to update plan-
ning documents, and more importantly, communicate these changes to all of the
partners involved in pandemic preparedness. Lastly, as plans continue to evolve and
change, there is a need for ongoing trainings and exercises to ensure that plans can
be effectively implemented which again, requires significant investments of time
and money at the state, local, and private sector levels.

Question 4.: According to the Implementation Plan for the National Strat-
egy for Pandemic Influenza, “State, local, and tribal law enforcement agen-
cies should coordinate with appropriate medical facilities and counter-
measure distribution centers in their jurisdictions to coordinate security
matters, within 6 months” of when the Plan was released—so the deadline
would have been October 2006. To your knowledge, has any of this coordi-
nation taken place? If so, how, and if not, how would you recommend this
happen?

Response: Within Rhode Island (and many other states) coordination of specific
functions such as law enforcement /security is accomplished in concert with the
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state Emergency Operations Plan (EOP) utilizing the Emergency Support Function
(ESF) delegation of functional responsibility. In Rhode Island, the Rhode Island
State Police (RISP) serve as the lead agency for coordination of law enforcement
planning related to emergency scenarios. The Department of Health serves as the
lead agency for pandemic planning within the state by direction of the Governor.
The Director of Health, Dr. David Gifford has established the Pandemic Flu Direc-
tor’s Advisory Group, comprised of key state agency directors. The commanding offi-
cer for the Rhode Island State Police (or his designee) attends these meetings to co-
ordinate state agency planning for a pandemic. The RISP are also members of the
Rhode Island Police Chiefs Association through which additional planning activities
have occurred related to pandemic flu. Lastly, the RISP also serve as the law en-
forcement agency responsible for security evaluations of all medication distribution
sites under the federal Strategic National Stockpile (SNS) program. In this capacity,
they work together with law enforcement officials in all municipalities in the identi-
fication of appropriate facilities for distribution of medications or vaccines during a
public health emergency.

Question 5.: In your testimony, you described regional interstate coordi-
nation in pandemic preparedness, and that the “. . .collaborative effort re-
sulted in a two-day summit and multistate tabletop exercise held to coordi-
nate the interstate response to a pandemic.” Please provide additional in-
formation regarding the regional interstate coordination and collaborative
efforts you mentioned in testimony, the two-day summit, and the multistate
tabletop exercise. What lessons have been observed and learned?

Response: As noted above in Answer #3, after Secretary Leavitt’s state visits, the
states were charged with developing a comprehensive strategy for responding to a
pandemic influenza event. Within the New England region, it was recognized that
the geographic proximity of states within the region would necessitate a collabo-
rative approach to pandemic influenza planning. Also as noted above, early on after
Secretary Leavitt’s visits, there was limited guidance on how to prepare for a pan-
demic influenza event. Given this lack of national guidance, the six New England
states and New York State began a collaborative process to identify best and com-
mon practices among the states. At least one representative from each state was as-
signed to participate in workgroups on the following issues: Antiviral medications,
Community Containment, Mass Fatality Management, Laboratory/Illness Surveil-
lance, Personal Protective Equipment (PPE), and Surge Capacity. These groups met
by conference call from March through June 2006. The work of these groups cul-
minated in a two-day meeting in Boston, MA on June 29th & 30th. During this
meeting, consensus assumptions, positions and planning strategies were identified
for many, although not all aspects, of pan flu planning. The key lessons learned
from these activities were delineation of common planning assumptions including
attack rates of illness, and approaches to school closures and risk communication,
especially in mass media markets that traverse state boundaries. Another key les-
son learned was the need to integrate planning in the public health / healthcare sec-
tor with planning efforts in the emergency management sectors. In order to accom-
plish this, an exercise was hosted by the Naval War College in Newport, RI in Au-
gust 2006. The exercise brought together leaders from each state including health
care/public health, emergency management, and the Governor’s office from each
state. In addition, two meetings of the State Directors of Health were also coordi-
nated by the Region I Office of the US Department of Health & Human Services.

Question 6.: In your testimony, you mentioned “. . .the disincentives to
the purchase of antiviral medications Tamiflu and Relenza due to exclu-
sion from the shelf-life extension program of state health supplies of these
medications.” Please provide the Committee with additional information
regarding these disincentives, the shelf-life extension program, etc. How do
you propose this situation be changed, understanding that the federal gov-
ernment is seeking to ensure that states are preparing for pandemic influ-
enza specifically?

Response: Antiviral medications may have a significant impact on mitigating the
effects of pandemic related illness on society. There is however, also the possibility
that current antivirals will have little to no effect on the duration or severity of ill-
ness. It is this primary uncertainty that makes the purchase of antiviral medica-
tions a calculated risk for states in preparing for a pandemic influenza event. Even
more important than the development of strategies for stockpiling and distribution
in the community, is the fundamental question as to the value of antiviral medica-
tions. Historically during seasonal influenza outbreaks, patients who are treated
very early on in their illness course have shown a small decrease in the length and
severity of illness. However, there is no guarantee that these effects would be seen
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during a pandemic influenza event, as the specific virus is currently not known. In
testing and treatment of patients infected with H5N1 (Avian Flu), there has been
only limited clinical treatment success in reducing illness and mortality. In addition
to the uncertainty of the efficacy of antivirals during a pandemic, there is concern
about the current policy of the US Food & Drug Administration (FDA) that does
not allow for utilization of antiviral medications for clinical treatment if the
antiviral medications have reached their expiration date. Even for states who have
stored these medications in accordance with acceptable temperature and humidity
ranges, there have been no exceptions to the strict expiration date policy. The Shelf
Life Extension Program (SLEP) was created to allow for periodic re-verification of
the potency of medications or vaccines currently held in federal stockpiles. It is pos-
sible to expand the scope of the SLEP program to include the caches of antivirals
that states are purchasing for a pandemic influenza event. There would need to be
some modifications to the program to allow for the manufacturers to provide sam-
ples of each lot of medication produced to the SLEP program for batch verification.
As long as states can ensure that locally held caches are kept at appropriate envi-
ronmental conditions, then the entire manufacturer batch would be eligible for
SLEP extension.

Question 7.: In your testimony, you mentioned “. . .it is critical that all
federal preparedness programs related to pandemic or other public health
emergencies be more closely aligned and coordinated so that we at the
state level can more effectively develop an appropriate response to all pub-
lic health emergencies.” How do you suggest this be accomplished by the
federal government?

Response: One of the challenges facing states in their preparedness efforts is the
lack of coordination and alignment of federal grant funding goals and objectives.
Currently the US Departments of Health and Human Services and Homeland Secu-
rity are providing funding for emergency preparedness, with a specific focus on pan-
demic influenza preparedness activities. However, both between, and even within
agencies there are gaps in collaboration of grant funding and planning priorities at
the federal level. This lack of coordination, especially within HHS, results in grant
funding for the same issue, such as pandemic influenza, with conflicting grant
deliverables, performance measures, reporting systems, and grant timelines. This
lack in coordination at the federal level results in inefficiencies in grant manage-
ment at the state level attempting to design a single pandemic influenza planning
strategy with multiple different “asks” from each grant. Improved coordination must
occur at the most senior level of HHS and DHS in order for these gaps in grant
planning to occur. Within HHS, the Secretary should establish a single set of prior-
ities and guidance for pandemic influenza preparedness. This single set of priorities
and guidance should also be reflected in uniform definitions, performance measures,
and timelines for all pandemic influenza grant funding.

Question 8.: What roles do associations play in assisting their constitu-
ents with emergency and pandemic preparedness?

Response: The private sector, including professional associations and businesses
will play a critical role in the successful response of society to a pandemic event.
The ability to incorporate associations such as representatives of hospitals, nursing
homes, and healthcare professionals in pandemic influenza event will be crucial in
order to muster and coordinated existing healthcare and non-healthcare infrastruc-
ture during a pandemic. Just as there is an added inefficiency to coordinated plan-
ning between federal agencies, there is a significant benefit to be gained by early
involvement of other key stakeholders.

Question 9.: The Government Accountability Office (GAO) says in its re-
port that State, Territorial, Tribal, Local, and other stakeholders need to
be involved in providing input to the National Strategy for Pandemic Influ-
enza and its Implementation Plan, especially as the National Strategy
evol\‘r’es. If you were at the White House, how would you ensure this hap-
pens?

Response: As has been mentioned above, I believe it is appropriate for a signifi-
cant portion of the guidance on best practices for pandemic influenza preparedness
to be developed at the federal level. However, the process for the development of
guidance at the federal level must incorporate the realities of the implementation
at the local level. Therefore, it is important that federal policy makers and subject
matter experts include representatives of state, local, and tribal entities in the de-
velopment of guidance and policies regarding pandemic influenza. The input of
state, local, and tribal entities is probably most efficiently ensured through the in-
corporation of representative associations for these groups. Examples of these asso-
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ciations would be groups like the Association of State and Territorial Health Offi-
cials (ASHTO), the National Association of City and County Health Officials
(NACCHO), the National Governor’s Association (NGA) and representatives of
healthcare professional organizations like the American Medical Association (AMA)
and American Nurses Association (ANA). Since these associations and organizations
are well recognized as leaders within their respective memberships, they can serve
as a conduit of information throughout the development and refinement of guidance
and policies related to pandemic influenza.

Question 10.: As you all know, public health has been identified as one
of the critical infrastructures of our Nation. Have you been included in the
planning undertaken by the Department of Homeland Security to protect
the public health infrastructure? From what you know about this work,
how does it affect you in your state and local positions? What more do you
think needs to be done in this regard, especially in advance of an influenza
pandemic?

Response: Initially after state visit of Secretary Leavitt, the public health sector
was much more involved in the management of a pandemic influenza event than
the emergency management / Department of Homeland Security arenas. However,
there has been much recent work by the Federal Emergency Management Agency
to improve the coordination of pandemic flu preparedness and response activities.
Ongoing efforts related to pandemic flu planning must focus on identifying meth-
odologies to improve the coordination of planning in a “top down” manner, but with
inclusion of others as noted in Answer #9. Here in Rhode Island, there has been
considerable discussion between the Department of Health and the State of Rhode
Island Emergency Management Agency regarding the protection of critical infra-
structure and maintenance of society during a prolonged pandemic event.

QUESTIONS FROM HONORABLE MICHAEL T. MCCAUL, RANKING MEMBER,
SUBCOMMITTEE ON EMERGING THREATS, CYBERSECURITY, AND SCIENCE

Question 1.: At the hearing, you described national policies that prohibit
using medications bought on the federal contract for anything but a pan-
demic. This makes the procurement of antivirals an “at risk” investment.

Question 2.: How do current federal regulations influence your efforts to
stockpile antiviral medications?

Question 3.: What do you see as a practical solution that would reduce
the investment risk of procuring antiviral medications while ensuring ade-
quate supplies of these medications are available in the event of a pan-
demic?

Response: Please refer to Answer #6 above regarding antiviral medications in re-
sponse to Questions #1—3.

QUESTIONS FROM THE HONORABLE BENNIE G. THOMPSON, CHAIRMAN, COMMITTEE ON
HOMELAND SECURITY

RESPONSES FROM B. TiLMAN JoLLy, MD

Question 1.: What is the status of the pandemic influenza exercises that
were to be incorporated into the National Exercise Program? How many
will there be, when are they occurring, and who all will be involved?

Response: Pandemic Influenza (PI) exercises and the Pandemic Influenza Exer-
cise series (PIX) remain a priority for the National Exercise Division (NED). The
first Principal-Level Exercise (PLE) of FY 2008, PLE 1-08, will focus specifically on
Pandemic Influenza, and the myriad issues associated with a PI outbreak arriving
in the United States. In support of that PLE, two Assistant Secretary-level exercises
are being conducted. The first exercise—which has already occurred—was hosted by
the State Department in October, and focused on the U.S. response to an influenza
outbreak prior to arrival in the U.S. This exercise included 21 senior officials from
12 agencies and White House offices. The results will inform and support the Cabi-
net level exercise in 2008. A similar exercise, also at the Assistant Secretary level,
is being developed to cover issues related to an outbreak in the U.S.—and it will
also inform and support the PLE. The Homeland Security Council is currently refin-
ing the scope of the PLE 1-08 exercise. The exercise is scheduled to be conducted
in February 2008.

In order to maximize lessons learned and address issues identified in the conduct
of PLE 1-08, the Regional Pandemic Influenza Exercises will occur after that exer-
cise. These exercises will take place in each of the five PI regions identified by the
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Department of Homeland Security (DHS), and will involve Regional representation
(from state and federal partners) as well as activity at the Headquarters level. The
current scope of the Regional PIX focuses on interaction between the Regions and
Headquarters, although that may shift depending upon the lessons learned and
issues identified during PLE 1-08.

FEMA Regions I and II are co-hosting both a PI workshop and a PI functional
exercise in November and December 2007 to examine the regions’ response to a PI
outbreak at the local level. Further, the Office of Health Affairs will conduct a PI
Principal Federal Officials (PFO) workshop in late November 2008 to provide the
first test of communications capabilities between Regional and National-level PFOs.
Lessons learned from each of these exercises will also be incorporated into the PIX.

Question 2.: Two things result from exercises: (1) the identification of ac-
tions necessary to correct problems, and (2) lessons learned. Knowing this,
the Department of Homeland Security has created two activities—the Cor-
rective Action Program, and the Lessons Learned Information Sharing sys-
tem (with information pushed to LLIS.gov). After the pandemic influenza
exercises have occurred as part of the National Exercise Program, what
plans are there for using the Corrective Action Program and the Lessons
Learned Information Sharing system? How does (or will) the Office of
Health Affairs work to get the necessary information vetted and included
in these programs? What part of the Office of Health Affairs will be staying
on top of the situation, ensuring that corrective actions are taken, and that
lessons are truly learned—before a pandemic occurs?

Response: The National Exercise Program (NEP) requires the use of the Home-
land Security Exercise and Evaluation Program (HSEEP) and the Corrective Action
Program (CAP) to identify and resolve major issues from exercises and promotes the
use of Lessons Learned Information Sharing System (LLIS) for distribution of les-
sons learned applicable and appropriate to the broader emergency management
community. Any Pandemic Influenza (PI) exercises conducted within the NEP will
utilize HSEEP, CAP and LLIS as part of the After Action Report process. (Addition-
ally, exercises conducted outside of the NEP are encouraged to utilize tools provided
through HSEEP, CAP and LLIS.) The Department’s Office of Health Affairs (OHA)
has representatives on the DHS Exercise and Evaluation Steering Committee and
gas participated in the development of the HSEEP and DHS-specific CAP proce-

ures.

CAP is a formal process and methodology that defines the roles and responsibil-
ities for identification, development, prioritization, tracking, and analysis of correc-
tive actions following exercises or real-world incidents that should receive consider-
ation within the Department or the Interagency dependent upon the issue. It is an
overarching program that refers issues to appropriate organizations—such as the
Office of Health Affairs—for priority action. The CAP System is a web-based tool
that enables Federal, State, and local emergency response and homeland security
officials to implement the CAP process.

Since the launch of Lessons Learned Information Sharing (LLIS.gov) in April
2004, the Department of Homeland Security has sought to raise awareness of the
program, increase membership, and encourage usage among its desired audience of
emergency response and homeland security professionals through a coordinated out-
reach and awareness strategy. These efforts have increased LLIS.gov membership
to more than 40,000 professionals from all relevant disciplines, levels of government,
and all 50 states and territories.

Question 3.: What is the status of the Department of Homeland Security’s
pandemic influenza implementation plan? Previously, Dr. Runge (the Chief
Medical Officer), has referred to this plan in testimony before Congress. We
understand that it has been drafted completely, but that it is has not yet
been posted to PandemicFlu.gov or the Department’s own website. Has the
draft plan been circulated throughout the Department? When do you ex-
pect that it will be finalized? What is it that personnel throughout the De-
partment are working from to help the Department and the Nation prepare
for an influenza pandemic?

Response: The Department’s pandemic influenza plan is in final draft form and
has been circulated throughout DHS for use in developing component plans. We an-
ticipate being able to revise it based upon a final version of a Federal Strategic
Plan, which has been developed by a group led by DHS, and which is now in inter-
agency review.

Question 4.: According to the White House, DHS was to have worked with others
to complete this action item from the Implementation Plan for the National Strategy
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for Pandemic Influenza—by October 2006. The task is, “DOJ, DHS, and DOD shall
engage in contingency planning and related exercises to ensure they are prepared
to maintain essential operations and conduct missions, as permitted by law, in sup-
port of quarantine enforcement and/or assist State, local, and tribal entities in law
enforcement emergencies that may arise in the course of an outbreak, within 6
months.” Why has this task not been completed yet?

Response: This item was extended because of the requirement for further devel-
opment of a national quarantine policy and the ongoing interagency work being
done on the Federal Pandemic Influenza Strategic Plan and the Federal Pandemic
Influenza Border Management Plan. Policy issues surrounding quarantine are with-
in the purview of other parts of the Executive Branch. As these policy issues become
more clear, the operational elements can be accomplished.

Question 5.: According to the White House, DHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by December 2006. The task is, “DHS, in coordination with DOT, HHS,
and USDA, shall conduct tabletop discussions and other outreach with private sec-
tor transportation and border entities to provide background on the scope of a pan-
demic, to assess current preparedness, and jointly develop a planning guide, within
8 months.” Why has this task not been completed yet?

Response:

The planning guide is under development as part of the broader efforts to com-
plete sector-specific guides for all CI/KR sectors. Meetings with the various trans-
portation modes are in progress. Modes that have completed their Guidelines (evi-
denced by endorsement by the Sector and Government Coordinating Councils) are:
Mass Transit, Highway and Motor Carriers, and Rail. Work with Aviation and Mar-
itime are in the final stages. Completion of the planning document is dependent on
Border Policy development and Border CONOPS which have not been finalized by
a collection of interagency partners.

Question 6.: According to the White House, DHS was to have completed
this action item from the Implementation Plan for the National Strategy
for Pandemic Influenza—by April 2007. The task is, “DHS and DOT, in co-
ordination with DOD, HHS, USDA, USTR, DOL, and DOS, shall develop de-
tailed operational plans and protocols to respond to potential pandemic-re-
lated scenarios, including inbound aircraft/vessel/land border traffic with
suspected case of pandemic influenza, international outbreak, multiple do-
mestic outbreaks, and potential mass migration, within 12 months.” Why
has this task not been completed yet?

Response: This item was extended and will be addressed in the Border CONOPS
that will be included as part of the interagency border management plan currently
under development pending completion of a Federal Strategic Plan now in inter-
agency review.

Led by OHA, DHS continues to be heavily involved in an interagency effort that
is currently finalizing a Federal strategic level pandemic influenza plan. When com-
pleted, this plan will effectively outline the roles, responsibilities and possible
courses of action of all federal departments and agencies in preparing for and re-
sponding to a pandemic. An integral component of the strategic plan dealing with
the complex issues involved in attempting to delay the entry of a pandemic through
a variety of border management measures, has been completed by a separate inter-
agency working group led by the IMPT and is currently undergoing internal review.
There are several complex federal policy decisions involving issues such as screening
and possible quarantine of passengers and potential diversion of flights pending,
that impact the private sector. Engagement with the private sector has begun, a full
review of operational and economic impacts need to be determined in order to final-
ize both plans. The goal is to have both plans completed prior to a principals level
pandemic exercise that has been tentatively scheduled for mid February 2008. Once
finalized, the federal strategic plan, incorporating the border management annex,
will meet all the performance measures of the referenced action item(s).

Question 7.: According to the White House, DHS was to have completed
this action item from the Implementation Plan for the National Strategy
for Pandemic Influenza—by April 2007. The task is, “DOT and DHS, in co-
ordination with HHS, USDA, and transportation stakeholders, shall de-
velop planning guidance and materials for State, local, and tribal govern-
ments, including scenarios that highlight transportation and border chal-
lenges and responses to overcome those challenges, and an overview of
transportation roles and responsibilities under the NRP, within 12
months.” Why has this task not been completed yet?
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Response: This item was extended and will be included as part of the inter-
agency border management plan currently under development. Additionally, DOT
and DHS POCs convened a working group to include transportation stakeholders,
HHS and USDA. The group identified multiple documents that provide tailored
guidance and planning materials that are available to state, local, and tribal govern-
ments as well as transportation stakeholders. Transportation roles and responsibil-
ities are outlined in the NRP Emergency Support Function #1—Transportation
Annex. The NRP has been widely distributed to stakeholders. Examples of docu-
ments are:

1. The Role of Law Enforcement in Public Health Emergencies (September,
2006); DOJ: Bureau of Justice Assistance; 38 pp. Challenges addressed include:
responding to and managing incidents; risks to Law Enforcement to disease; im-
munization and PPE; protecting the community; Law Enforcement’s role during
involuntary restrictions, including quarantine; and other subject areas.

2. HHS Pandemic Influenza Plan supplement 9: managing travel-related risk of
disease transmission; 16 pp. Challenges addressed include: Engaging commu-
nity partners; protocols for managing ill passengers at ports of entry; quar-
antine preparedness at ports of entry; legal preparedness; and others.

3. DHS: Pandemic Influenza: Preparedness, Response, and Recovery; Guide for
Critical Infrastructure and Key Resources (June 21, 2006) 84 pp. Challenges ad-
dressed include: recommendations for planning, preparedness, response and re-
covery for businesses (transportation sector is one of the primary CI/KR ele-
ments);uassessment recommendations on the risks, impacts, and implications of
pandemic-related disruptions to international production, supply chain, and
goods and personnel movement; border challenges; and others.

4. DOL: Guidance on Preparing Workplaces for an Influenza Pandemic (OSHA
3327-02N 2007); 44 pp. This document provides guidance to all stakeholders to
meet the following Pandemic Influenza challenges that directly relate to the
transportation sector and border issues: how Influenza Can Spread Between
People; classifying Employee Exposure to Pandemic Influenza at Work; How to
Maintain Operations During a Pandemic; How Organizations Can Protect Their
Employees; The Difference Between a Surgical Mask and a Respirator; Steps
Every Employer Can Take to Reduce the Risk of Exposure to Pandemic Influ-
enza in Their Workplace.

Question 8.: According to the White House, DHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by April 2007. The task is, “DOT and DHS, in coordination with HHS,
DOD, DOS, airlines/air space users, the cruise line industry, and appropriate State
and local health authorities, shall develop protocols to manage and/or divert in-
bound international flights and vessels with suspected cases of pandemic influenza
that identify roles, actions, relevant authorities, and events that trigger response,
within 12 months.” Why has this task not been completed yet?

Response: This item was extended and will be included as part of the inter-
agency border management plan currently under development pending completion
of the Federal Strategic Plan now in interagency review.

Led by the IMPT and coordinated by DHS/OHA, an interagency working group
has completed a draft pandemic influenza border management plan that will be an
integral component to the overall federal strategic pandemic influenza plan. While
a draft plan has been completed, there are several complex federal policy decisions
that have yet to be resolved. These areas include the screening and possible quar-
antine and isolation of ill passengers or passengers suspected of being exposed to
pandemic influenza; and the possible denial of entry into the US of non-resident
aliens during a pandemic. These complex federal policy decisions impact the private
sector. Engagement with the private has begun, a full review of operational and eco-
nomic impacts need to be determined. Interagency groups, in conjunction with and
coordinated by sub-PCC and PCCs, continue to work towards finalizing these issues.
Once finalized, the federal strategic plan , incorporating the border management
annex, will meet all the performance measures of the referenced action item(s).

Question 9.: According to the White House, DHS was to have completed
this action item from the Implementation Plan for the National Strategy
for Pandemic Influenza—by December 2006. The task is, “HHS, DHS, and
DOT, in coordination with DOS, DOC, Treasury, and USDA, shall develop
policy guidelines for international and domestic travel restrictions during
a pandemic based on the ability to delay the spread of disease and the re-
sulting health benefits, associated economic impacts, international implica-
tions, and operational feasibility, within 8 months.” Why has this task not
been completed yet?
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Response: This item was extended and will be included as part of the inter-
agency border management plan currently under development pending completion
of the Federal Strategic Plan now in interagency review.

Led by the IMPT and coordinated by DHS/OHA, an interagency working group
has completed a draft pandemic influenza border management plan that will be an
integral component to the overall federal strategic pandemic influenza plan. While
a draft plan has been completed, there are several complex federal policy decisions
that have yet to be resolved. These areas include the screening and possible quar-
antine and isolation of ill passengers or passengers suspected of being exposed to
pandemic influenza; and the possible denial of entry into the US of non-resident
aliens during a pandemic. These complex federal policy decisions impact the private
sector. Engagement with the private has begun, a full review of operational and eco-
nomic impacts need to be determined. Interagency groups, in conjunction with and
coordinated by sub-PCC and PCCs, continue to work towards finalizing these issues.
Once finalized, the federal strategic plan , incorporating the border management
annex, will meet all the performance measures of the referenced action item(s).

Question 10.: According to the White House, DHS was to have completed
this action item from the Implementation Plan for the National Strategy
for Pandemic Influenza—by February 2007. The task is, “DHS, DOT, and
HHS, in coordination with transportation and border stakeholders, and ap-
propriate State and local health authorities, shall develop aviation, land
border, and maritime entry and exit protocols and/or screening protocols,
and education materials for non-medical, front-line screeners and officers
to identify potentially infected persons or cargo, within 10 months.” Why
has this task not been completed yet?

Response: This item was extended and will be included as part of the inter-
agency border management plan currently under development pending completion
of the Federal Strategic Plan now in interagency review.

Led by the IMPT and coordinated by DHS/OHA, an interagency working group
has completed a draft pandemic influenza border management plan that will be an
integral component to the overall federal strategic pandemic influenza plan. While
a draft plan has been completed, there are several complex federal policy decisions
that have yet to be resolved. These areas include the screening and possible quar-
antine and isolation of ill passengers or passengers suspected of being exposed to
pandemic influenza; and the possible denial of entry into the US of non-resident
aliens during a pandemic. These complex federal policy decisions impact the private
sector. Engagement with the private has begun, a full review of operational and eco-
nomic impacts need to be determined. Interagency groups, in conjunction with and
coordinated by sub-PCC and PCCs, continue to work towards finalizing these issues.
Once finalized, the federal strategic plan , incorporating the border management
annex, will meet all the performance measures of the referenced action item(s).

Question 11.: According to the White House, DHS was to have completed
this action item from the Implementation Plan for the National Strategy
for Pandemic Influenza—by February 2007. The task is, “DHS and HHS, in
coordination with DOT, DOJ, and appropriate State and local health au-
thorities, shall develop detection, diagnosis, quarantine, isolation, EMS
transport, reporting, and enforcement protocols and education materials
for travelers, and undocumented aliens apprehended at and between Ports
of Entry, who have signs or symptoms of pandemic influenza or who may
have been exposed to influenza, within 10 months.” Why has this task not
been completed yet?

Response: This item was extended and will be included as part of the inter-
agency border management plan currently under development pending completion
of the Federal Strategic Plan now in interagency review.

Led by the IMPT and coordinated by DHS/OHA, an interagency working group
has completed a draft pandemic influenza border management plan that will be an
integral component to the overall federal strategic pandemic influenza plan. While
a draft plan has been completed, there are several complex federal policy decisions
that have yet to be resolved. These areas include the screening and possible quar-
antine and isolation of ill passengers or passengers suspected of being exposed to
pandemic influenza; and the possible denial of entry into the US of non-resident
aliens during a pandemic. These complex federal policy decisions impact the private
sector. Engagement with the private has begun, a full review of operational and eco-
nomic impacts need to be determined. Interagency groups, in conjunction with and
coordinated by sub-PCC and PCCs, continue to work towards finalizing these issues.
Once finalized, the federal strategic plan , incorporating the border management
annex, will meet all the performance measures of the referenced action item(s).
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Question 11.: Please provide us with information regarding the changes
in ESF-8 from the National Response Plan to the National Response
Framework. What impact will these changes—and any others in other parts
of the National Response Framework—have on the pandemic influenza
plans you already have in place?

Response: The goals and objectives of ESF-8, and pandemic influenza plans, re-
main essentially unchanged under the National Response Framework. The need to
work within an organized national structure, led by the Secretary of Homeland Se-
curity, working in close partnership with ESF-8 and others is still critical.

Question 13.: How does the National Strategy for Pandemic Influenza re-
late to and work with the National Strategy for Homeland Security?

Response: A detailed analysis of these documents is beyond the scope of the an-
swer to a single question. However, pandemic influenza, particularly severe in-
stances, represents a threat to the homeland in much the same way that other
threat scenarios do. These strategic documents work in concert and in concert with
other key planning documents.

Question 14.: In his testimony, Dr. Jolly stated that, “. . .DHS is currently
leading the development of specific guides for each of the 17 critical infra-
structure and key resource sectors using the security partnership model.”
Please describe the security partnership model and how it is being applied
to develop these guides. What is the status of these guides—when will they
be completed? If they are available now, please forward them to the Com-
mittee staff.

FACT SHEET
SECTOR-SPECIFIC PANDEMIC INFLUENZA PLANNING GUIDELINES

The Guidelines are the product of collaboration between the Department of Home-
land Security’s Partnership and Outreach Division (POD) and the 17 Critical Infra-
structure and Key Resource (CI/KR) Sectors. The Guidelines are part of an effort
to develop Sector-Specific Pandemic Planning Guidelines for all 17 of the Nation’s
CI/KR Sectors. These Guidelines are an annex to the Pandemic Influenza Prepared-
ness, Response, and Recovery Guide for Critical Infrastructure and Key Resources
(CI/KR Pandemic Influenza Guide), and have been designed to assist owners and
operators within each Sector to plan for a catastrophic pandemic.

The Guidelines are the next practical step in the ongoing requirement of the De-
partment of Homeland Security (DHS) to support and facilitate effective pandemic
preparedness and partnerships with the public and private sectors. The Implemen-
tation Plan for the National Strategy for Pandemic Influenza articulates the require-
ment for these Guidelines in task 9.1.2.1, which specifies:

“DHS, in coordination with Sector-Specific Agencies, critical infrastructure own-
ers and operators, and States, localities and tribal entities, shall develop sector-
specific planning guidelines focused on sector-specific requirements and cross-
sector dependencies.”

Purpose of Guidelines

e The Guidelines serve as a non-prescriptive reference and a practical tool that
business continuity planners can use to augment and tailor their existing emer-
gency response plans to the exceptional challenges specific to a pandemic out-
break.

e It is important to integrate these Guidelines with existing business continuity
and emergency response plans and/or the CI/KR Pandemic Influenza Guide’s
comprehensive framework for pandemic catastrophic planning.

Guideline Development Process within the Sector Partnership Framework
Given the potentially extreme consequences a severe pandemic could have on our
Nation’s economic and social stability, the importance of strong public-private sector
partnerships in our preparedness efforts has never been more important. The POD
pandemic support team is eager to work with you to develop practical and useful
tools to assist you with pandemic influenza planning.
e The POD pandemic support team worked closely with the Sector-Specific
Agency (SSA), Sector Coordinating Council (SCC), and Government Coordi-
nating Council (GCC) of the Sector to develop a concise document that captures
the sector-specific planning challenges a sector may face during a pandemic in-
fluenza outbreak.
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e The team’s first step was to work with subject matter experts identified by
each sector to learn more about the unique operational and structural charac-
teristics of the sector.

e With that input in hand, the team then developed a draft Guideline and dis-
tributed it to the membership of the SCC and GCC for formal review and com-
ment.

Each of the guidelines is being developed within the Sector Partnership Frame-
work (also known as the Sector Partnership Model), which is outlined in the Na-
tional Infrastructure Protection Plan (NIPP). The goal of the Sector Partnership
Framework, including all of its associated structures, partnerships, and information-
sharing networks, is to establish the context, framework, and support for activities
required to implement and sustain the national CI/KR protection effort.

The framework is the primary organizational structure for coordinating CI/KR ef-
forts and activities. The Sector Partnership Framework encourages formation of
SCCs and GCCs as described above. DHS also provides guidance, tools, and support
to enable these groups to work together to carry out their respective roles and re-
sponsibilities. SCCs and corresponding GCCs work in tandem to create a coordi-
nated national framework for CI/KR protection within and across sectors. The POD
Pandemic team has worked closely with representatives of each SCC and GCC in
the development, review, and endorsement of each Sector-Specific Guideline. Addi-
tionally, as noted above, each SCC and GCC formally jointly reviews and endorses
their Sector guideline.

Guideline Development Status Report
The guidelines are being developed with a four-phase guideline development proc-
ess:
¢ Phase One—Research and Create a Draft Review Guideline: In collaboration
with the appropriate SSA/SCC/GCC representatives, the DHS teams will de-
velop for each CI/KR sector a draft Sector-specific Review Guideline.
o Phase Two—Formal SSA/SCC/GCC Review and Development: the DHS
teams will engage with each sector’s SSA and SCC/GCC to formally evaluate,
enhance and endorse their sector’s draft review guideline.
e Phase Three—Workshop: with a sector endorsed Guideline complete a CI/
KR Guide and COP-E Update and Sector-specific Guideline Workshop(s).
e Phase Four—Distribute Final Approved Guidelines and Post at Websites:
after completing reviews and receiving formal approval, DHS will distribute
through the SSA and SCC/GCC to the sectors and post on federal websites.
There are 22 guidelines covering all 17 CI/KR Sectors, and there are currently
drafts for each of these documents in various stages of development, as noted below.
DHS anticipates posting all 22 guidelines on www.pandemicflu.gov and
www.ready.gov in March 2008.
1. Banking and Finance, Phase 1
2. Chemical, Phase 2
3. Commercial Facilities, Phase 3
4. Communications, Phase 3
5. Dams, Phase 3
6. Defense Industrial Base, Phase 1
7. Emergency Services, Phase 1
8. Energy
a. Oil and Natural Gas, Phase 3
b. Electricity, Phase 3
9. Food and Agriculture, Phase 2
10. Government Facilities, Phase 1
11. Information Technology, Phase 3
12. National Monuments and Icons, Phase 1
13. Nuclear, Phase 3
14. Postal and Shipping, Phase 1
15. Public Health and Healthcare, Phase 2
16. Transportation
a. Aviation, Phase 1
b. Highway Motor Carrier, Phase 3
c¢. Maritime, Phase 2
d. Mass Transit, Phase 3
e. Railroad, Phase 3
17. Water, Phase 3

Question 15.: In his testimony, Dr. Jolly stated that, “. . .DHS is devel-
oping a coordinated government-wide planning forum.” Please provide spe-
cifics regarding this planning forum. How is coordinated? Which govern-
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mental agencies participate? What does the forum produce? How often
does it meet?

Response: DHS is working within a construct that is coordinated by the Incident
Management Planning Team, within the Operations Directorate. This interagency
body is working to develop strategic plans for all threat scenarios. Subject matter
expertise from within DHS guides the process, and participants include all depart-
ments and agencies involved in preparedness and response for each issue. This
group works in various forms every day to developing these plans.

Question 16.: In his testimony, Dr. Jolly stated that, “an initial analysis
of the response requirements for federal support has been completed.”
Please describe this analysis, and highlight its findings (providing the ac-
tual analysis is also sufficient to answer this question).

Response:

a. The Office of Health Affairs (OHA) in close coordination with the Department
of Homeland Security’s (DHS) Incident Management Planning Team (IMPT)
has developed a Federal Pandemic Influenza Strategic Plan.

b. The Federal Pandemic Influenza Strategic Plan is the distillation of over six
months of planning development which included an interagency review of the
plan by over 53 different Federal Departments and Agencies. Over 2,500 com-
ments were received and integrated into the final draft of this plan. The final
draft of this plan is projected to be submitted to the Homeland Security Council
(HSC) for review/approval NLT December of 2007.

c. This plan was developed following the five phase process established in the
National Planning and Execution System (NPES). The figure below highlights
the NPES Incident Decision Making Process that was utilized to develop the

plan.
National Planning and Execution System (NPES)
Incident Decision Making Process
Phase 1 Phase 2 Phase 3 Phase 4 Phase 5
Understanding— Objectives & Plan Plan Plan
the Situation Strategies Development Preparation Refinement
{ l d l d
01 Mission 02 Mission 04COA 07 Plan/Order 09Plan
Identification Analysis Analysis Preparation Refinement
03COA 05C0A 08 Rehearsal
Development Comparison
06 COA
Approval

Contingency (Deliberate) Planning Process

Figure 1. NPES IDMP Process

d. This process requires extensive analysis during each phase of the plan devel-
opment. For example, over 30 different guest speakers and 22 separate inter-
agency meetings were conducted during the mission analysis phase of the proc-
ess.

e. The current final draft of the plan identifies Federal support requirements
at the strategic level. This plan is over 50 pages long with hundreds of sup-
porting pages (to include multiple briefings) of supporting analysis. The Federal
Pandemic Influenza Strategic Plan is the result of the analysis and provides the
Federal response during each of the seven Federal Pandemic Influenza Stages
identified in the Pandemic Influenza Implementation Plan.

Question: In his testimony, Dr. Jolly stated that, “. . .a national plan de-
fining the federal concept for coordinating response and recovery oper-
ations during a pandemic has been developed and will be undergoing inter-
agency review.” Please describe this national plan. What is the federal con-
cept for coordinating response and recovery operations during a pan-
demic? What is the status of the interagency review—when do you expect
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that it will be completed? (Providing the plan is sufficient to both describe
the plan and answer the question regarding the federal concept.)

Response: This national plan provides strategic level guidance that identifies key
responsibilities and requirements across the Federal government. The federal con-
cept relies on the construct outlined in the National Response Plan, the National
Response Framework, HSPD-5, and other documents. As Secretary Leavitt and oth-
ers have pointed out, overall response and recovery will also depend heavily on ac-
tions at the state and local level, due to the expected nature of a pandemic. The
plan has been submitted for interagency review, which is a complex process. We
continue to encourage a complete and efficient review process, but cannot predict
precisely when this review process will conclude.

Question: In his testimony, Dr. Jolly stated that, “. . .a coordinated fed-
eral border management plan has been developed and is currently under
review. This process included a wide range of partners.” Please describe
this border management plan. Who were the partners that helped to de-
velop this plan? What is the status of the review—when do you expect that
it will be completed? Who is conducting this review? (Providing the plan
is sufficient to both describe the plan and answer the question regarding
the federal concept.)

Response: This border management plan provides strategic guidance for man-
aging issues at our border during a pandemic, and identifies capabilities required
to carry out that guidance. Partners included all departments and agencies involved
in preparedness for this issue, along with representatives of state, county, and local
public health, and public health laboratories. The plan is under review by the DHS
Incident Management Planning Team, an interagency body. Wider review is pend-
ing review of the broader Federal Strategic Plan, now undergoing interagency re-
view.

Question 19.: What are the five regions to which the pre-designated re-
gional PFOs and deputy PFOs are assigned? Do these personnel physically
reside in these regions? If not, why not?

Response:

The five regions to which Principal Federal Officials (PFOs) and Deputy PFOs are
assigned:

Region A consists of Standard Federal Regions I and II:

CT, MA, ME, NH, RI, VT, NJ, NY, PR and VI

Region B consists of Standard Federal Regions IIT and IV:

DE, DC, MD, PA, VA, WV, AL, FL, GA, KY, MS, NC, SC and TN.
Region C consists of Standard Federal Regions V and VIII:

IL, IN, MI, MN, OH, WI, CO, MT, ND, SD, UT and WY.

Region D consists of Standard Federal Regions VI and VII:

IA, KS, MO, NE, AR, LA, NM, OK and TX.

Region E consists of Standard Federal Regions IX and X:

AZ, CA, HI, NV, AK, ID, OR, WA, AS, GU, MP, FM, MH, and PW.
The PFOs and Deputy PFOs reside in the region to which they are assigned.

Question 20.: In his testimony, Dr. Jolly stated that, “. . .the PFO teams
have begun outreach both nationally and in their regions in advance of the
more formalized exercise program being developed by DHS.” Please de-
scribe these outreach efforts, as well as the more formalized exercise pro-
gram being developed by DHS. Who is responsible for developing this pro-
gram? When do you expect that this more formalized exercise program will
be implemented?

Response: The PFO teams have been participating in various state, local and re-
gional Pandemic Influenza workshops sponsored by the Association of State and
Territorial Health Officials (ASTHO), the National Governors Association, and HHS.
The most recent outreach involved observing the CDC Internal Pan Flu Exercise in
August 2007 in Atlanta, GA. The Regional PFOs have also taken opportunities to
meet with some of the state governors to discuss issues related to PI preparedness
and response efforts.

The FEMA National Exercise Program is responsible for planning, coordinating,
and developing exercises related to Pandemic Influenza in coordination with DHS
Operations Coordination (the Program Manager), the Office of Health Affairs, and
the National PFO Team headed by VADM Crea. The Pandemic Influenza PFO
Teams are scheduled to conduct an internal exercise on 27 Nov 2007 involving the
Regional PFO Teams operating from their pre-designated Joint Field Office loca-
tions and communicating the appropriate situational reports to the National PFO
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Team at the National Operations Center. The teams will also be given specific exer-
cise scenarios and injects that are specific to their regional Area of Responsibility.

Question 21.: In his testimony, Dr. Jolly stated that, “on an ongoing basis,
DHS participates in interagency working groups to develop guidance, in-
cluding community mitigation strategies, medical countermeasures, vac-
cine prioritization and risk communication strategies.” Which interagency
fvorking groups does DHS participate in? Please provide a comprehensive
ist.

Response: DHS participates on an ongoing basis on workgroups addressing a list
of pandemic issues, including community mitigation, medical countermeasures, vac-
cine prioritization, and border management, along with other less formal groups
that address specific issues as they arise.

Interagency committees that DHS (specifically OHA) participates in include:

e Pandemic Influenza Strategic Guidance Planning Process

e Border Management IMPT Process

10 P:landemic Influenza Vaccine Prioritization Interagency Work Group (as co-
ead)

e Pandemic Influenza Antiviral Household Prophylaxis Work Group

e Antiviral Drug Stockpiling by Employers in Preparation for an Influenza Pan-
demic Work Group

o State Panflu Operational Plans Workgroup

e DHS Human Capital Pandemic Planning Work Group

e HHS/ASPR PanFlu Risk Management Steering Committee

Question: In answering to a question from Rep. Langevin (During a pan-
demic, when would the Secretary of Homeland Security lead and when
would the Secretary of Health and Human Services lead?), Dr. Jolly stated
that, “. . .under the construct, the Secretary of Homeland Security is re-
sponsible for overall domestic preparedness and incident coordination at
the federal level and would lead the overall federal activities, while the
Secretary of Health and Human Services led the health and medical re-
sponse. . . ” Please describe—using scenarios as you see fit—when the Sec-
retary of Homeland Security and the Secretary of Health and Human Serv-
ices would execute the responsibilities articulated by Dr. Jolly in his testi-
glon_y, and lead various efforts during the response to an influenza pan-

emic.

Response: As stated in my testimony, and consistent with the National Response
Plan, the National Response Framework, HSPD-5, and other guiding documents,
The Secretary of Homeland Security and the Secretary of Health and Human Serv-
ices will fulfill these specific duties. During a pandemic, which would likely have
wide-ranging and severe effects, the Secretary of Homeland Security would serve as
the leader of the federal response, coordinating activities of all departments and
agencies working through the ESF structure. The Secretary of the Health and
Human Services will fulfill the major responsibility of overseeing the public health
and medical response as outlined by RADM Vanderwagen.

Question: How is DHS trying to bring its grants into the same time se-
quence as the HHS grants? How is it trying to harmonize the DHS and HHS
grants? Is DHS trying to do this with the grants put out by any other mem-
ber of the Executive Branch? If so, which departments and agencies?

Response: In June 2005, DHS and the U.S. Department of Health and Human
Services (HHS) established a Joint Grant Program Steering Committee to facilitate
the integration of preparedness activities across State and local preparedness pro-
grams managed by both Departments. This committee is staffed by key program of-
fices from both Departments, including the DHS Grant Programs and National Pre-
paredness Directorates within FEMA and the Office of Health Affairs in the Na-
tional Protection and Programs Directorate, and the HHS Office of the Assistant
Secretary for Preparedness and Response, the Centers for Disease Control and Pre-
vention, and the Office of the Surgeon General.

The mission of this grants coordination committee supports requirements outlined
in the White House Federal Response to Hurricane Katrina: Lessons Learned report
as well as the newly issued Homeland Security Presidential Directive 21: Public
Health and Medical Preparedness, which directs the Secretary of Health and
Human Services, in coordination with the Secretary of Homeland Security, to de-
velop and maintain processes for coordinating Federal grant programs for public
health and medical preparedness using grant application guidance, investment jus-
tifications, reporting, program performance measures, and accountability for future
funding in order to promote cross-sector, regional, and capability-based coordination.

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00095 Fmt6601 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



92

Through this committee and ongoing coordination among program offices, DHS
and HHS will continue to work with State and local applicants to support and,
where possible, integrate preparedness activities regarding programs managed by
both Departments. This includes supporting a range of activities that are achieved
through collaboration at the State and local level among public safety, emergency
management, health and medical communities, and non-governmental entities, such
as:

e Developing clear public health emergency plans that delineate who will do
what during each stage of the response

o Identifying the specific competencies needed to complete the tasks associated
with the operational plan

e Implementing effective training programs that specifically support the com-
petencies related to the public health emergency plan

e Conducting joint exercises to meet multiple requirements from various grant
programs

¢ Engaging special needs populations and/or those who represent them in pre-
paredness planning and exercise activities

e Conducting joint training for local decision-makers (including government ad-
ministrators, health and medical professionals, and emergency managers) on
issues of joint concern, such as pandemic flu preparedness or risk communica-
tion

Given that the application periods and allowable activities are frequently driven
by statutory provisions, the alignment of application deadlines and award cycles is
a longer-term issue that must be carefully considered by both Departments. How-
ever, emphasizing a coordinated approach to programmatic activities under the
grants, particularly those that may overlap across Departments, is a primary focus
of the grant steering committee’s work and the guidance development process for
all relevant components.

Question 24.: In his testimony, Dr. Jolly stated that “. . .we have plans
within our Principal Federal Officials group to exercise within that group
and then lead that into a series of leadership level interagency exercises
and to culminate in another cabinet-level exercise over a period of time as
the schedule develops.” What are these plans? When will the PFO group be
exercised? When is the series of leadership level interagency exercise
scheduled to occur? When will the next cabinet-level exercise occur?

Response: The plans refer to the PFO Team exercise workshop being conducted
November 27, 2007. The PFO Team for Pandemic Influenza Response conducted an
exercise workshop on November 27, 2007. It served as an internal communication
and information exchange exercise involving the regional teams operating from their
pre-designated Joint Field Office locations, and the National PFO operating from
the National Operations Center. The findings from this first exercise will be the
basis for additional training and exercise venues for the PFO teams.

The FEMA National Exercise Program is working actively with the White House
Homeland Security Council’s Planning, Training, Exercise and Evaluation Council
(PTEEC) Policy Coordination Committee (PCC) on both an Assistant-Secretary
Level and Principals-Level Exercise for Pandemic Influenza. The Cabinet level exer-
cise is scheduled for February, 2008.. A series of exercises are expected for develop-
ment over the next few years. The FEMA National Exercise Program, lead by Mr.
Jim Kish, and the PTEEC PCC is developing the schedule and details for the next
exercise. Mr. Kish can be contacted at 202 786-9580.

Question 25.: Can the National Biosurveillance Integration System (NBIS)
be used to track seasonal influenza now, treating the disease as if it were
pandemic influenza? Is this occurring now? If not, what other proxy dis-
eases is NBIS using to continuously stress the System and ensure it will be
ready (or as ready as possible) when an influenza pandemic does occur?

Response: NBIS currently tracks seasonal influenza with specific attention to
any warning signs of a potential or actual pandemic event. The monitoring, within
the Center (National Biosurveillance Integration Center), utilizes subject matter ex-
perts and epidemiologic strategies in conjunction with our National Biosurveillance
System Group (NBSG) partners in accordance with its biosurveillance mission. Prin-
ciple responsibility in tracking seasonal influenza and monitoring for pandemic in-
fluenza lies with our NBIS interagency partner, Department of Health and Human
Services, who is also a member of the NBSG.

NBIS uses the System on a 24/7 basis to track major diseases events on a world-
wide basis to proactively maintain a readiness posture. Notification procedures, for
routine and urgent issues, are regularly utilized to maintain situational awareness
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with senior leadership and key stakeholders within DHS and the interagency part-
ners.

Question: What is the current status of NBIS? How long will it take be-
fore you feel that NBIS will be able to function well enough to track the
beginnings of an influenza pandemic? What else is necessary to get NBIS
to the fully functional state that you envision?

Response: NBIS, as a total, integrative, collaborative system of interagency in-
puts and surveillance systems with supportive IT structure is expected to reach its
Initial Operating Capability (IOC) this January. It is scheduled to reach its Full Op-
erating Capability (FOC) in September, 2008, pursuant to Public Law 110-53. The
National Biosurveillance Integration Center (NBIC) is fully operational now with
two specific analytic elements: a 24-hour a day 7-day a week Watch Desk manned
by U.S. Public Health Service officers located within the Department’s National Op-
erations Center and a select group of full-time subject matter experts/analysts in-
cluding NBIC’s first interagency detailee (a senior epidemiologist from the Center
for Disease Control). This combined effort provides round-the-clock receipt and as-
sessment of over 350 varied sources of information to track and examine ongoing
bio-events occurring globally in multiple domains, and the ability to determine rel-
ative significance to homeland security. Via our partner agencies with whom we
have Memorandums of Understanding (HHS, DoD, , USDA, DOI, and State Dept)
as well as our internal DHS components, the NBIC is capable of receiving and re-
sponding to events and tracking information that is currently provided by the pri-
mary responsible agencies, as part of this developing interagency system. To reach
full functional capability we still require the final integration and testing of the
NBIS 2.0 SBU IT System (scheduled for initial operational capability in January
2008), increased integration of existing information streams from MOU agencies,
and detailing of Subject Matter Experts from the primary domains of interest—all
of which is addressed in the Implementing Recommendations of the 9/11 Commis-
sion Act of 2007 (PL-110-53).

QUESTIONS FROM THE BENNIE G. THOMPSON, CHAIRMAN, COMMITTEE ON HOMELAND
SECURITY

RESPONSES FROM DAVID L. LAKEY, MD

Question 1.: Please describe how the academic centers interact with the
State Department of Health in Texas. How can this interaction be improved
in advance of a pandemic?

Response: ¢ The Texas Department of State Health Services (DSHS) interacts
with academia on public health emergency preparedness issues on several levels.

e DSHS has several forums for communication with the academic health
science centers located in Texas. Three members of the DSHS Preparedness Co-
ordinating Council (PCC), which is the Commissioner’s statewide advisory com-
mittee on preparedness, are from academic health science centers. In addition,
several years ago DSHS formed the Academic Senior Advisory Forum on Public
Health Preparedness that includes representatives from academic institutions
across the state as members. This group, which meets every six months, serves
in an advisory capacity to the Commissioner of State Health Services regarding
health and medical preparedness.

o DSHS also works collaboratively with the two Centers for Public Health Pre-
paredness in Texas, located at Texas A&M University and at the University of
Texas at Houston. Representatives of these institutions work with DSHS to en-
sure coordination of strategic planning and implementation of activities in order
to maximize use of federal funds provided to Texas.

e Following Hurricanes Katrina and Rita, DSHS made a concerted effort to en-
sure that all 10 of the state’s academic health science centers and approxi-
mately 100 schools of nursing were connected with and included in their respec-
tive local emergency management infrastructures. DSHS has also engaged col-
leges and universities that have allied ancilliary and health practice majors
and/or programs, including social work, veterinarian and pharmacist programs.
e During the 2005 response to Hurricanes Katrina and Rita, a remarkable col-
laboration developed DSHS and the academic institutions When Houston was
designated as the receiving site for Louisiana residents evacuating New Orle-
ans, medical, civic and academic leaders worked diligently to open medical shel-
ters in Houston’s two civic arenas; in a short time they established a com-
prehensive medical triage, treatment and in-patient presence to support medical
needs of those Louisiana residents. Similarly, in College Station, Texas A&M’s
School of Veterinarian Medicine cleared out, cleaned, disinfected, and opened
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for human use their large animal hospital. This facility housed several hundred
medical evacuees from the Houston—Beaumont area of Texas who left in the
face of Rita. In the Panhandle of Texas, Texas Tech University Health Science
Center staff and residents established an in-patient treatment facility at the
former Reese AFB, while in Tyler, the University of Texas Health Science Cen-
ter cared for medical special needs persons in the local community college gym.
Schools of nursing, pharmacy, mental health and other academic programs con-
tributed significant support to state-wide efforts to assist with medical needs of
evacuees.

e The DSHS Regulatory Division has been working with the Executive Chan-
cellor for Health Affairs of the University of Texas System on new ways to en-
hance DSHS’ capacity to respond effectively to emergent public health and med-
ical situations. Current plans include increasing the number UT of School of
Nursing Graduate Students working with preceptors in DSHS on specific
projects.

e DSHS interaction with Academic Health Centers could be improved in ad-
vance of a pandemic by documenting potential response roles and activation
plans in the following categories:

e Diagnostic capabilities and “surge capacity;”

Mass dispensing, triage, and care;

Emergency-event enhanced surveillance;

Emergency hotline support;

Just-in-time training;

Expert consultation; and

Forum for consideration of unique therapies Media resources.

Question 2.: You advocate an all-hazards approach, which includes pan-
demic influenza, for public health emergency preparedness. Please de-
scribe how the unique characteristics of different hazards are addressed by
planning efforts. Specifically, how does planning for an influenza pandemic
differ from all of the other hazards?

Response:
e DSHS advocates an all hazards approach for public health preparedness be-
cause core public health can and should be applied to any type of emergency
incident, whether it qualifies as a public health emergency or not.
e Core public health include:
e Monitoring health status to identify community health problems;
e Diagnosing and investigating health problems and hazards in the com-
munity;
e Informing, educating, and empowering people to take action about health
issues;
e Enforcing laws and regulations that protect health and ensure safety; and
e Linking people to needed personal health services and assuring provision
of health care when otherwise unavailable.
e In Texas, the responsibility to develop or support emergency response plans
is assigned to the Governor’s Division of Emergency Management (GDEM). Pub-
lic health professionals participate in planning initiatives at all jurisdictional
levels. Hazard and vulnerability assessment is a key step in the plan develop-
ment process, and when a health impact is anticipated, DSHS explores a poten-
tial response role for public health.
e Since it is anticipated that pandemic influenza will occur in multiple waves
of illness, a lengthy, sustained response and recovery operation will be required.
It is likely that over the course of the pandemic up to 50 percent of the work-
force may be absent due to illness, caretaking responsibilities, fear of contagion,
and loss of public transportation or imposition of public health disease control
measures. Consequently, DSHS is working in Texas to engage non-traditional
public health partners who know most about critical public infrastructure in
planning for continuity of business operations.
e Because absenteeism over the course of the pandemic will be high, state em-
ployees might be cross trained to provide essential services and functions at
state agencies besides their own place of employment. Therefore, continuity of
operations planning during a pandemic must address the HR issues that need
to be handled uniformly across state agencies.
o Response to most hazards is quick decontamination and recovery. The re-
sponse to a pandemic influenza outbreak will be to mitigate the overall impact
with strategies to reduce mortality and morbidity, to flatten the outbreak curve
thereby reducing the peak of illnesses and buy time in order to produce vaccine
and to maintain continuity operations over a longer period of time.
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e Due to the extended nature of pandemics when compared to disasters of lim-
ited duration, like an explosion or 3-day flood, the response to the former is
more complex. These may include a huge volume of resources to be managed,
%)otential school closures, along with early warning and public messaging chal-
enges.

Question 3.: From the public health perspective, there are certain simi-
larities and differences between disasters and pandemics. Please describe
a few of both, and talk about the implications you see for federal support
from both the Department of Homeland Security and the Department of
Health and Human Services

Response: ¢ Disasters tend to be limited in scope to a certain area while
pandemics tend to have widespread geographic impact.

o Disasters themselves tend to have a short duration followed by a variable re-
covery period. Pandemics tend to last for several months with multiple waves
lasting several weeks each. Timing of an interim recovery period for a pandemic
is critically short and unpredictable and the overall recovery period may take
years.
e In disasters, material loss predominates while in pandemics human loss does.
e Those responding to disasters can count on local material aid and state/fed-
eral response. During a pandemic, response is local; state/federal response may
be very limited.
e To receive adequate support, the following are needed:
Conducting studies to guide preparedness and response scientifically;
Funding local laboratories to identify pandemic influenza;
Funding sustained efforts at the state and local level,
Increasing manpower to control sporadic outbreaks;
Suspending federal laws that limit state’s ability to get antivirals and
vaccines to people, close borders, or otherwise limit state response efforts.
e From a public health perspective, the pressure on the U.S. Department of
Homeland Security (DHS) and the Department of Health and Human would in-
tensify during a pandemic. Traditional support such as staffing, equipment, and
supplies that DHS provides through FEMA and other federal agencies would
not be available since the entire nation would be affected at the same time.
Public health at the state and local level would have to respond with existing
resources and would not be able to expect additional resource support from the
federal government.
o HHS would have to consider significant waiver of regulations for health care
institutions such as hospitals and nursing facilities. An altered standard of care
must be considered since facility and medical staff would be extremely over-
taxed. Medical surge temporary facilities would not be able to meet Medicare
standards.
e DHS and HHS should consider mechanisms to support the continued re-sup-
ply of pharmaceuticals, medical supplies, antivirals, and other infrastructure re-
sources for healthcare facilities. Traditional supply chains will be disrupted. In-
creased security will be required for manufacturing, warehousing, and transpor-
tation of these public health and medical supplies and equipment.

Question 4.: How has pandemic influenza been incorporated into the
Texas Homeland Security Strategic Plan? How do you think your efforts
could be modeled for other states?

Response: o The Texas Homeland Security Strategic Plan states that “health
related emergencies are a homeland security focus. . .” This plan addresses the
importance of optimal detection and rapid response as well as human and ani-
mal health surveillance. Texas’s Pandemic Influenza Response Plan is found in
Appendix 7 to the Health and Medical Annex H of the Texas State Emergency
Management Plan, which is a companion document to the Texas Homeland Se-
curity Strategic Plan.
o Strengths of Appendix 7 to Annex H which could serve as models for other
states include:
e Assignment of supporting roles for 26 distinct agencies, including two
agencies engaged in the state’s preparedness planning efforts for the first
time, the Office of the Secretary of State and the Division of Economic De-
velopment and Tourism within the Office of the Governor.
e Addition of a clear, strong and significant manpower commitment from
the Texas Military Forces to fully support pandemic influenza response and
recovery operations.
e Clear between this plan, which is response to human influenza, and the
Foreign and Emerging Animal Diseases (FEAD) Plan, which includes re-
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sponse to avian flu. The Texas Animal Health Commission holds primary
responsibility for the FEAD plan which includes a supporting role for
DSHS.

e Addition of educational efforts to agency stakeholders as a general re-
sponsibility for all agencies.

Question 5.: Please discuss how improving our efficacy against seasonal
flu may reduce risk in the event of a pandemic.
Response:
e Seasonal flu is a significant public health problem that is a major cause of
morbidity and mortality annually in Texas: Approximately 36,000 US deaths
are attributed to seasonal influenza each year; an estimated 3,000—4,000 Texas
deaths annually.
e Seasonal flu and pandemic flu have several characteristics in common:
e Given that pandemic flu is likely to emerge as a combination of seasonal
flu and avian flu strains, vaccination against seasonal flu may be expected
to offer some degree of cross protection against a pandemic flu strain.
e At the very least, vaccination may avoid a co-infection of seasonal flu on
top of a pandemic flu infection.
e Antiviral medications currently being considered for use against pandemic flu
have been developed for use against seasonal flu. Rather than simply stock-
piling these for use against pandemic flu, their use should integrated into
broader treatment/prophylaxis standards of practice within the health provider
community; thereby:-
e Reducing impact of seasonal influenza on citizens;
e Recruiting private providers into the overall response effort;
e Incorporating retail pharmacies into antiviral distribution pipelines, per-
haps setting up a “vendor managed inventory” type of stockpile distribution
within the network of retail pharmacies;
e Widespread seasonal influenza vaccination of citizens should be a part of any
seasonal influenza / pandemic flu response plan. Widespread seasonal flu vac-
cination needs to be incorporated into standards of practice so that private pro-
viders and pharmacies are reimbursed for costs of covering their patients. Sea-
sonal flu vaccination is still consistently underutilized and current vaccine pro-
duction is not sufficient for national and state needs. Increased doses of sea-
sonal vaccine will not be produced by manufacturers until demand for current
production levels is exceeded. Not only will this provide greater seasonal flu
protection for the population each year, but also increase vaccine production ca-
pacity in case pandemic flu hits this state and nation.
e Seasonal flu vaccine is expected to provide at least some partial protec-
tion against pandemic flu, in addition to reducing the impact of pandemic
infection by minimizing risk for seasonal/pandemic flu CO-infections. The
last two pandemic flu pandemics have been a result of a resortment process
between a novel avian strain (such H5/N1) as combined with a circulating
seasonal strain. At least part of the emerging, resorted pandemic strain will
have seasonal components for which seasonal vaccination will provide at
least partial protection.
e Public health should not be expected to carry the full responsibility for ad-
dressing pandemic flu response efforts. A large number of Texans have health
care providers and insurance. This existing framework of care should be better
utilized in statewide management of seasonal influenza, as well as continuing
to serve as primary care and prevention platforms for dealing with pandemic
flu. Treatment and prevention of seasonal flu should be incorporated into stand-
ards of practice. This will position healthcare providers and the public to deal
more effectively with a pandemic.
e Concerns about development of antiviral resistance through routine use of
antivirals may be offset by the following:
e The pandemic strain that emerges will likely have a different sensitivity/
resistance pattern than the circulating seasonal strain.
e Manufacturers will be encouraged to have new antivirals in the develop-
ment pipeline.
o Closer surveillance of resistance patterns may document that use of less
costly antivirals, such as the M2 agent amantadine, alone or in combination
with other medications.
e Strategic surveillance with rapid testing for seasonal/pandemic flu should be
in place so that identification of introduction of seasonal/pandemic flu into
Texas occurs at the earliest possible moment. Models of disease spread and epi-
demiologic experience with spread of infection document that early intervention
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(control and prevention through targeted use of antivirals and vaccines) will be
the major determinant on reducing the effect of seasonal and pandemic flu on
morbidity and mortality within the population. The ability to rapidly distin-
guish between seasonal and pandemic flu strains is of vital importance in this
early detection effort.

e The same personal and community precautions that help prevent spread of
seasonal flu , such as cough etiquette (for example covering the mouth with a
sleeve, rather than a hand); good hand washing / hand sanitation; staying home
when ill, and human resources policies that promote influenza prevention in the
workplace will help prevent spread of a pandemic strain of influenza. Additional
community strategies to mitigate a pandemic are likely to be more accepted and
better followed if citizens already take personal, school, and workplace preven-
tion of influenza seriously.

Question 6.: What do you think we can do now to address health dispari-
ties, and prevent pandemic influenza from disproportionately affecting
parts of our population?

e Disparities in public health can be seen in both of the following areas:
e Persons 65 and older not receiving seasonal flu vaccine: 28.6% of non-His-
panic whites, 49.4% of Hispanics and 54.1% of African-Americans. Minority
seniors are almost twice as likely to not receive seasonal flu vaccine.
(Source: 2006 BRFSS).
e Lack of healthcare coverage in adults under the age of 65: 13.9% of non-
Hispanic whites, 30.0% of African-Americans, and 50.1% of Hispanics. His-
panics are more than 3 times and African-Americans 2 times as likely to
not have health care coverage. (Source: 2006 BRFSS).
e Addressing these disparities related to influenza prevention could include
additional programs for seasonal immunization with a focus on closing the
disparity gap, As systems are developed to provide seasonal immunizations,
the capacity to deliver pandemic immunizations would increase.
e Department of Homeland Security has provided Texas with some funding
to exercise hurricane evacuation and sheltering for the last 3 years. Texas
has studied special needs evacuees, including those along the border area,
in a situation without utilities. Through the Governor’s Division of Emer-
gency Management and the National Emergency Response and Rescue
Training Center, Texas has worked to identify and quantify those individ-
uals who will need special evacuation assistance, special medical assistance.
More effort will need to be made through planning and exercising to con-
tinue to discover additional requirements needed for extended sheltering
and staffing.
o It is unlikely that enough measures can be put into place to prevent pan-
demic influenza from disproportionately affecting parts of the population.
Health care workers will be disproportionately exposed early on with rel-
atively little warning. Residents in some areas along the international bor-
der will be less likely to have access to health departments for information
and aid. They may be disproportionately exposed by immigration. Reaching
rural and remote areas with screening and surveillance will continue to be
a challenge.

Question 7. According to the Implementation Plan for the National Strat-
egy for Pandemic Influenza, “The Federal Government shall, and State,
local, and tribal governments should, define and test actions and priorities
required prepare for and respond to a pandemic, within 6 months” of when
the Plan was released—so the deadline would have been October 2006.
What are challenges here? Are you waiting for the Federal government to
provide you with guidance and resources?

Response: ¢ Traditionally, Texas has not waited for federal guidance to define
and test actions and priorities. Texas has had a Pandemic Influenza Plan at the De-
partment of State Health Services since 2004. It was updated and posted in October
2005. It has since been renamed the Pandemic Influenza Plan Operating Guidelines
(PIPOG). Revisions to the plan have been made to reflect changes in science, federal
guidance and available resources and as additional pieces of the plans are developed
and tested. DSHS will post revised planning guidelines by the end of 2007. Local
health departments have developed plans specific to their jurisdictions. State and
local plans are routinely exercised and modified based on after action reports.

e Some of the challenges include:
e Aligning Texas plans developed prior to receiving federal guidelines takes
time.
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e With several federal plans and guidelines coming from different agencies,
including Homeland Security, Health and Human Services, and Centers for
Disease Control and Prevention, determining which federal guidelines take
priority can be a challenge.

e Consequently, it is preferable that:
e A clear line of leadership to the states is established.
e One set of guidelines which represents the collective guidance of all in-
volved federal agencies be developed.

Question 8.: According to the Implementation Plan for the National Strat-
egy for Pandemic Influenza, “State, local, and tribal law enforcement agen-
cies should coordinate with appropriate medical facilities and counter-
measure distribution centers in their jurisdictions to coordinate security
matters, within 6 months” of when the Plan was released—so the deadline
would have been October 2006. To your knowledge, has any of this coordi-
nation taken place? If so, how, and if not, how would you recommend this
happen?

Response: ¢ Coordination between law enforcement agencies and local health de-
partments is a key element in countermeasure distribution planning of medication
from the National Stockpile. This coordination has happened with varying of success
in local jurisdictions in Texas and nationwide. This coordination did not appear to
increase substantially as a result of release of this plan. The importance of this co-
ordination and expected results should be communicated and emphasized through
law enforcement channels to be effective. This might be done through professional
associations as well as licensing bodies.

Question 9.: What roles do associations play in assisting their constitu-

ents with emergency and pandemic preparedness?
Response: ¢ Some associations have an advisory role in developing plans and
operational guidelines for pandemic preparedness and response. For example,
the Texas Medical Association currently has a representative on the Prepared-
ness Coordinating Council, which provides oversight for all preparedness activi-
ties. There are also organizations that have been identified in Annex H: Health
and Medical to the State Emergency Plan as having a responsibility in any
statewide public health disaster response. Other public health and medical as-
sociations play a key role in helping Texas be better prepared. These organiza-
tions are partners with DSHS in increasing the ability for a timely prepared-
ness response to a or natural disaster and include the Texas Hospital Associa-
g%’ tllle Texas Nurses Association, and the Texas Association of Local Health
icials.

Question 10. The Government Accountability Office (GAO) says in its re-
port that State, Territorial, Tribal, Local, and other stakeholders need to
be involved in providing input to the National Strategy for Pandemic Influ-
enza and its implementation Plan, especially as the National Strategy
evolves. If you were at the White House, how would you ensure this hap-
pens?

o Response: States vary in their response planning to pandemic influenza.
There are differences in interpretation of federal guidelines. State and federal
planning are not synchronized, with the states often planning in advance of the
release of federal guidelines. In addition, states do not always coordinate with
each other, in part due to substantial differences in governmental structure,
law, and demographics.

It would be helpful to include state stakeholders at the beginning of planning
processes rather than at the middle or end. The best way to achieve that is to
provide multiple vehicles for stakeholders to participate in the process.

Question 11.: As you all know, public health has been identified as one
of the critical infrastructures of our Nation.

a. Have you been included in the planning undertaken by the Depart-
ment of Homeland Security to protect the public health infrastructure?
Response: ¢ Although DSHS has not been directly involved in the planning
undertaken by the of Homeland Security (DHS), DSHS works collaboratively
with the Texas Office of Homeland Security and with the Texas Governor’s Di-
vision of Emergency Management. DSHS provided input on the Texas Home-
land Security Strategic Plan 2005—2010.

b. From what you know about this work, how does it affect you in your
and local positions?
Response:
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e Two documents, the National Strategy for Pandemic Influenza (November
2005) and the National Strategy for Pandemic Influenza implementation Strat-
egy (May 2006), provided Texas with a general framework for the state response
as well as roles and responsibilities for federal agencies. These documents were
used to validate the Texas plan that had already been developed and to addi-
tional elements to be included.

e DHS will be responsible for coordination of the overall federal response dur-
ing an influenza pandemic, while the DHS Office of Health Affairs will be lead-
ing coordination of efforts that affect state and local policies. This will include
implementation of policies that facilitate compliance with recommended social
distancing measures, and entry and exit screening for influenza at the borders
as they ensure domestic security. Texas has 1,240 miles of international border
with many bridges for vehicle and foot traffic to and from Mexico. Many border
counties in Texas do not have local health departments. Therefore, surveillance
at the points of entry will be critical to Texas during an influenza pandemic.
Other initiatives by DHS that affect Texas include the publication of the Pan-
demic Influenza Preparedness Response and Recovery Guide for Critical Infra-
structure and Key Resources (The Guide). Texas has used the Guide for a State-
level Pandemic Influenza Exercise. Texas has also participated in the Deter-
mined Accord Pan Flu exercise developed by DHS and FEMA.

c. What more do you think needs to be done in this regard, especially in
advance of an influenza pandemic?

e DSHS would like to have greater interaction with representatives of
federal agencies or the DHS Regional (PFOs) planners during preparedness
exercises. All plans have elements that may be subject to “interpretation,”
and by having federal representatives present at state-level exercises, some
of the ambiguities can be resolved more quickly.

Question 12.: How do current federal regulations influence your efforts
to stockpile antiviral medications?

Response:
e Lack of ability to rotate antiviral stock, to implement shelf-life extension pro-
gram, and limitations on approved uses affected decision-making by the Texas
Legislature when deciding on how many state resources could be allocated for
purchasing antiviral medications for a state stockpile.
e Supplies provided from federal contracts are restricted to use during pan-
demic influenza. However, current federal guidelines and packaged labeling do
not allow for rotation of antiviral purchased using the federal contract. This cre-
ates the potential for waste.
e Federal policy discontinues the Shelf-life Extension Program for antiviral
drugs once they are delivered to the states. There is no clear guidance on how
long antivirals from the Strategic National Stockpile (SNS) that have expired
dates will be viable in state stockpiles that cannot qualify for a Shelf-life Exten-
sion Program.

Question 13.: What do you see as a practical solution that would reduce
the investment risk of procuring antiviral medications while ensuring
adequate supplies of these medications are available in the event of a
pandemic?

Response:
e Remove the “For Government Use Only” labeling on antiviral packaging to fa-
cilitate and allow rotation of stock.
e Similar to smallpox vaccine and medications in the SNS, hold samples from
each lot distributed to states for analysis in a Shelf-life Extension Program,
ghereby allowing antiviral in state possession to remain usable after expiration

ate.

e Negotiate extension of current federally subsidized contract or a new reduced
price to allow more community critical entities to purchase antiviral at a re-
duced cost.
o Assist with long-term storage rental or adding environmental controls to state
owned warehousing and security of storage facilities.

Question 14.: What ability do local hospitals in your states have to accom-
modate a surge that would be associated with a pandemic?
Response:
o Texas hospitals have developed plans to augment staffing during a pandemic.
These include developing databases of available personnel, developing callback
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lists, and working with state medical and nursing organizations to identify and
recruit individuals who are available during a pandemic.

o In Texas, 65.9 percent of hospitals reported having a database of credentialed
clinicians while 52.8 percent reported having a database of other health profes-
sionals to contact during a pandemic.

However, there is concern about being able to meet staffing demands over the
long term. The ability to provide staffing will be a limiting factor in being able
to meet surge demands during a pandemic.

e Currently, availability of resources and equipment to support a surge capacity
event varies throughout Texas. Hospitals typically keep 72 hours of inventory
in stock. To support resource availability, work group participants report that
some hospitals and Regional Advisory Councils are creating or contracting with
distributors to create equipment and supply caches. Similarly, a number of hos-
pitals have pre-purchase contracts in place to deliver specified supplies within
72 hours of a disaster in the event communication systems are disrupted.

Question 15.: What type of procedures are in place to increase capacity

should a pandemic occur?
Response:
e Most Texas hospitals have the ability to increase bed capacity and supporting
physical infrastructure during a pandemic. The majority (59.7 percent) have a
bed expansion plan in place and local health departments, city and county gov-
ernments, and other entities have created plans and processes to open medical
shelters if needed. Alternative plans and procedures for increasing physical in-
frastructure capacity have been developed discharging patients to make room
for disaster victims).
e During Hurricanes Katrina and Rita, human resources were available to pro-
vide health and medical care in a mass care environment. Physicians, nurses,
allied health professionals, mental health professionals, and others volunteered
to provide care.
e DSHS is implementing the Texas Disaster Volunteer Registry, the state’s
version of the federally-mandated Emergency Systems for Advance Registration
of Volunteer Health Professionals (ESAR-VHP), which should be operational
this winter. The Registry is being built in collaboration with the state’s key
medical licensing and regulatory boards and supporting professional organiza-
tions, such as the Texas Board of Medical Examiners, the Texas Medical Asso-
ciation and the Texas Osteopathic Medical Association. The Registry will pro-
vide: (1) pre-registration of medical’/healthcare professional volunteers, as well
as supportive lay volunteers; (2) verification of professional and (3) credentialing
of professionals—all in any effort to enhance rapid medical response to disasters
or public health emergencies.
e During Hurricanes Katrina and Rita, evidence indicates that Texas was able
to obtain medical supplies, medications, and durable medical equipment to sup-
port patient care.
e The following DoD and VA hospitals are included in and participate region-
ally in the Texas medical surge efforts:

Amarillo VA Health Care System

Veterans Affairs Medical Center

Veterans Affairs Medical Center-Bonham

U S Veterans Hospital

Central Texas VA Health Care System

Central Texas Veterans Healthcare System—Waco Campus

Audie L. Murphy Memorial Veterans Hospital

Kerrville VA Medical Center

Michael E. DeBakey VA Medical Center

William Beaumont Army Medical Center

Carl R. Army Medical Center

Brooke Army Medical Center

QUESTIONS FROM THE HONORABLE JAMES LANGEVIN, CHAIRMAN OF THE SUB-
COMMITTEE ON EMERGING THREATS, CYBERSECURITY, AND SCIENCE AND TECH-
NOLOGY

RESPONSE FROM PETER A. SHULT, PHD

Question 1.: Do the activities and responsibilities of public health laboratories dif-
fer when dealing with seasonal influenza versus the more virulent strain expected
for pandemic influenza?
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Response 1.: The basic diagnostic, networking and reporting activities and respon-
sibilities of the public health laboratory (PHL), as outlined in my testimony docu-
ment (pages 1—4, Role of the pubic health laboratory) , are fundamentally the same
in response to either seasonal or pandemic influenza. In the earliest stages of a pan-
demic we would be trying to detect and identify the novel influenza subtype and
differentiate it from seasonal influenza strains and other respiratory pathogens that
might be circulating using diagnostic methodologies we currently employ. Results
would be immediately shared with our state and local health departments and with
the Centers for Disease Control and Prevention (CDC). Furthermore, unusual viral
isolates and patient specimens from which they came would be immediately for-
warded to the CDC for further characterization as is our current protocol. Finally,
we would be interacting with other virus laboratories and rapid influenza testing
sites within our states to monitor their results and acquire unusual isolates or speci-
mens that they might encounter for further characterization and expedited delivery
to CDC as necessary, similar in the way that we do now. The biggest difference and
challenge for the PHL in response to a pandemic would be carrying out these activi-
ties during likely periods of reduced staffing (due to personal or family illness,
etc)and significant supply interruptions. This points out the critical need for PHLs
and all response agencies to develop and exercise Continuity of Operation Plans.

Question 2.: What additional resources do public health laboratories
throughout the Nation—including the territories—need to be able to better
address naturally-occurring and intentionally-distributed disease agents
that threaten our country?

Response 2.: Largely as a result of Public Health Emergency Preparedness fund-
ing from the CDC over the last five or so years, PHLs have been able to build sig-
nificant, state-of-the-art molecular-based diagnostic testing capability and capacity
for the rapid and accurate identification of priority agents of bioterrorism and other
significant public health threats. In addition, PHLs have been able to develop strong
relationships and working networks with clinical laboratories within their states in
order to prepare these laboratories to safely, effectively and cooperatively respond
in the event of a public health emergency. The cost of these activities in terms of
needed staffing, training, diagnostic equipment and reagents, laboratory security
systems, specimen courier systems, emergency communications and electronic data
sharing systems, etc. has been great. However, the value to public health of this en-
hanced laboratory response capability and capacity is undeniable as evidenced by
the effective responses, in recent years, to threats such as SARS, monkeypox, per-
tussis and several nationwide foodborne outbreaks, to name but a few. Consistent
and sustained funding of PHLs will now be critical to maintain the PHL needs al-
ready addressed (listed above and in the testimony document) not to mention pro-
vide for newer and likely more expensive diagnostic and information and data shar-
ing technologies that will be needed for even more effective response to public
health threats in the future.

Question 3.: What sorts of cautions should laboratorians take into consideration
regarding the use of rapid diagnostic tests for detecting Influenza A viruses?

Question 3.: There are about 15 different hand-held rapid tests for influenza on
the market today. A number of these are simple enough that they are permitted to
be performed in the point-of-care setting without laboratory expertise or
credentialing. Despite their simplicity, rapid results and relatively low price, these
tests have significant limitations:

e In general, the diagnostic sensitivity (ability to detect true positives) of these
tests is limited (on average, 70—75% according to the CDC) which means pa-
tients with influenza may be misdiagnosed as not having influenza. In some
cases this is due to inherent limitations of the test itself or to the type of speci-
men the test calls for (e.g. throat swab, which is usually not the optimum speci-
men for influenza, but is recommended for its ease of collection). Furthermore,
it is not certain which, if any of these tests will work for detection of a novel,
potentially pandemic influenza strain. The result is a patient that might other-
wise be treated for influenza may not be.

e A limitation of any diagnostic test including these rapid flu tests is when they
are performed during periods of low influenza prevalence (early during a typical flu
season or during the earliest stages after the emergence of a novel influenza strain),
false positive results often occur. This would be particularly worrisome early on dur-
ing a pandemic period when false positive results may result in premature trig-
gering of mitigation strategies, unnecessary usage of antivirals and unnecessary
concern or panic.

Both of these limitations can be overcome by performing and interpreting these
tests in the context of available clinical information indicative of influenza and sur-
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veillance information that confirms that influenza is circulating in the community.
Also, rapid test sites should be strongly encouraged to confirm suspect (i.e. early or
off-season).rapid results with more accurate laboratory testing, which is available at
a PHL or larger clinical lab. The PHL should take the lead in identifying and train-
ing rapid test sites in proper rapid test usage and interpretation and provide up-
to-date influenza surveillance information for appropriate epidemiological context
for the test results.
e Another concern is widespread use of rapid tests will interrupt influenza sur-
veillance since these specimens will not come to the PHL for testing. This limi-
tation can be overcome (as demonstrated in Wisconsin and other states) by
working with and encouraging rapid tests sites to share both specimens for con-
firmatory testing and their test results data, with minimal inconvenience or fi-
nancial impact to them.
e Perhaps the biggest concern with widespread usage of these rapid tests is
maintaining appropriate biosafety. This is of particular concern for non-
laboratorian users of these tests in non-traditional, non-laboratory, point-of-care
settings (physician offices, nursing homes, pharmacies, etc) where appropriate
facilities, safety devices and personal protective equipment (PPE) may not be
available or used. While simple to perform, these tests have steps that can gen-
erate infectious aerosols that could infect the user and those in the testing vi-
cinity. These users need basic biosafety training, which can (should ) be pro-
vided by knowledgeable PHL or other clinical laboratorians.

Question 4.: How have the public health laboratories worked with the De-
partment of Homeland Security to address issues such as bioterrorism, and
naturally occurring infectious disease agents such as pandemic influenza?
What role has the Integrated Consortium of Laboratory Networks played
so far in this regard?

Response 4.: It is my experience in Wisconsin and the opinion of other PHLs that
we have had only very limited or indirect interaction with the Department of Home-
land Security (DHS). At the level of our PHL association, the Association of Public
Health Laboratories (APHL), significant interactions have occurred including:

e Through our national association, APHL, we have established working rela-
tionships with Dr. Randy Long and the Integrated Consortium of Laboratory
Networks (ICLN). We now have public health laboratorians participating on
various subgroups of the ICLN. These subgroups are working on issues such as
proficiency testing, accreditation, quality control, methods collection, training,
radiological testing capacity.

e APHL has also worked with DHS and DoD on the development of the All-
Hazards Receipt Facilities and screening protocols for PHLs for processing un-
known environmental samples.

e APHL is also participating in the DHS lead and AOAC facilitated process to
evaluate PCR assays for use in autonomous detection systems. APHL strongly
opposes the use of biological and chemical agent detection kits and de-
vices for field testing in the absence of performance standardization,
field validation and certified individuals trained in the application of
these kits and devices.

Public health laboratory preparedness and response efforts have been largely
(solely?) directed by the CDC at the federal level and by our state health depart-
ments and emergency management agencies. The latter, in Wisconsin, has had more
direct interaction with DHS. However, PHLs play an integral role in state emer-
gency response planning and exercising of these plans consistent with federal re-
sponse plans (Pandemic influenza, NRP/NIMS, etc.). As for the Integrated Consor-
tium of Laboratory Networks (ICLN), I think I speak for many PHLs in saying we
recognize what the ICLN is and what its basic goals are (this has been presented
at a number of professional meetings attended by PHL directors and laboratorians),
but we have not been directly affected by this initiative or consulted during its de-
velopment. However, PHLs have developed (or are in the process of doing so) close
working relationships with state and federal agency laboratories within their states
responsible for food, animal and water testing during a public health or environ-
mental emergency. Each of these labs (at least in Wisconsin) is part of their own
national network in much the same way that the PHL is part of the LRN. For ex-
ample, our state veterinary diagnostic lab belongs to the National Animal Health
Laboratory Network (NAHLN) and our state agriculture/food lab belongs to the
Food Emergency response Network (FERN). Our efforts in planning, communication
and collaborative response to an emergency with these other laboratories, at this
point, has been at the state level with little direct coordination at the federal level
apparent to us.

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00106 Fmt6601 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



103

Question 5.: In your testimony, you stated that there is a “. . .critical need for
accurate, very rapid, highly reliable diagnostic testing to make best use of the stock-
piles. . . Please provide more information regarding this critical need. How
much more rapid and reliable do you believe diagnostic testing should be,
and how would this testing make best use of the stockpiles?

Response 5.: Antiviral stockpiles are a major focus of state and national pan-
demic preparedness and response efforts. The use of antivirals for prophylaxis and
treatment will be a critical adjunct to other community mitigation measures particu-
larly during the early stages and perhaps throughout the first wave of a pandemic
in the absence of a vaccine. It is possible if not likely that supplies of antivirals may
be limited in a given location. Even if there are sufficient supplies, their mobiliza-
tion and use will need to be carefully considered and coordinated. The trigger for
any pandemic response, including use of the antivirals will require laboratory con-
firmation that a novel influenza subtype has emerged and is being transmitted
among the population. Most state PHLs now have this capability since they have
been provided funding from the CDC for resources (staff, diagnostic equipment and
reagents, etc)to provide state-of the art, rapid (2-4 hours from specimen receipt),
highly sensitive and specific molecular-based diagnostic testing for seasonal and po-
tentially pandemic strains of influenza. These labs also have excellent diagnostic
methods for a large number of other respiratory pathogens that might need to be
ruled out. Thus, if these capabilities can be maintained and even better tests
brought online in the future with adequate funding, a sensitive trigger for pandemic
response is available. However, as the outbreak or pandemic progresses and once
antiviral stockpiles are distributed to the point-of-care, diagnostic testing and subse-
quent treatment decisions will be at the level of the clinician. At this point, it would
be advantageous to have highly accurate point-of-care testing available to help en-
sure appropriate use and prevent over- and misuse of the antivirals. As I have
pointed out in question 3., this currently isn’t the case. Clearly more development
in this area is needed. Even with improved point-of-care diagnostics, up to date re-
gional laboratory-based surveillance data, necessary confirmatory testing and
antiviral susceptibility testing needs to be made available. This should be among the
critical roles for the PHL.

Question 6.: A number of testing protocols have been provided to members of the
Laboratory Response Network for Bioterrorism, to test for various biological agents.
However, there is concern about those situations in which particular agents are not
identified or suspected ahead of testing. Further, in the case of pandemic influ-
enza—especially if the virus causing the pandemic does not happen to be H5SN1—
there will certainly not be any accompanying notes describing the makeup of the
virus. How are specimens analyzed before any disease identification has been made
(in other words, how do the labs deal with specimens of unknown composition)?

Response 6.: Biosafety is a paramount concern in any clinical laboratory and es-
pecially in the PHL where we frequently are involved in unknown and unusual out-
break situations. In fact, it is the norm that we do not know what pathogen(s) we
might encounter. In addition, we often receive and immediately test specimens from
patients from whom we have no clinical or relevant epidemiologic information. We
always operate from the premise that the specimen contains the worse possible
agent. . .always! This is the same philosophy that is the underpinning for “Uni-
versal Precautions”, familiar to all care givers and laboratorians in safely handling
blood and body fluids that might contain bloodborne pathogens. Consequently, all
patient specimens or unknown isolates received for further characterization should
be initially handled and processed in a biological safety cabinet (BSC) in (at a min-
imum) a Biosafety Level 2 (BSL-2) laboratory using practices and PPE appropriate
to that biosafety level. . While impeccable sterile technique is the mainstay of safe
handling of the specimen/isolate, the BSC, when used properly, provides a high level
of protection (from routine pathogens as well as agents of greater public health con-
cern such as primary agents of bioterrorism, influenza, SARS virus,etc.) for the
laboratorian doing the testing and those around him. In the event that we might
suspect a patient or environmental specimen, test material referred to us or gen-
erated during the testing within our lab contains a pathogen requiring a higher
level of biosafety, work would be carried out in our BSL-3, or “containment” labora-
tory, which provides a much higher level of containment and requires more special-
ized equipment and a higher level of PPE to protect the facility and better protect
the testing staff. Our biosafety protocols are carefully written and rigorously fol-
lowed and are consistent with guidelines set forth by the CDC.

While I am very confident of the effectiveness of these protocols and of the bio-
safety expertise within the PHL, I am much less confident when it come to clinical
diagnostic labs, particularly those in smaller hospital and clinics, and point-of-care
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testing sites (mentioned above). These hospital-based labs will likely be the frontline
responders in an infectious disease emergency, whether naturally occurring or in-
tentional. Here is where our concern should really lie and where intensive training
efforts should be directed. Indeed, we in Wisconsin and other states have begun
these efforts.

Question 7.: How are the public health laboratories working with the
CDC to “. . .monitor the emergency of antiviral resistance that we have al-
ready seen with one whole class of antivirals”? To which class are you re-
ferring?

Response 7.: During the 2005-06 influenza season, the CDC announced and pub-
lished evidence that showed greater the 90% of the circulating seasonal influenza
type A viruses tested were resistant to one of the two classes of antivirals available
for treatment or prophylaxis of influenza, the adamantanes (amantadine and
rimantadine). Results last season were similar. Consequently, use of the
adamantanes is no longer recommended. Immediately after these results were re-
ported (in winter 2006), the Wisconsin State laboratory of Hygiene (WSLH) was con-
tacted by the CDC and asked to bring online antiviral susceptibility testing for the
adamantanes to provide surge capacity for the CDC to continue to monitor the level
of resistance to the antiviral of seasonal influenza and in case a novel subtype
emerged. At least 2 other state PHLs have followed suit. Last year these PHLs con-
tributed to the surveillance efforts and stand ready to continue these efforts this
year and respond should a novel subtype emerge. While some funding was initially
secured (at least in Wisconsin) from CDC to purchase expensive equipment and re-
agents for this testing, actual PHL antiviral resistance surveillance testing largely
has been self-funded. The CDC has also begun surveillance for resistance to the only
remaining class of influenza antiviral, the neuraminidase inhibitors (Relenza® and
Tamiflu®). Discussions with CDC are currently underway for some state PHLs to
help with this surveillance as well; however, currently only CDC has this capability.
The long term goal would be to have the CDC, supported by select PHLs to main-
tain ongoing surveillance for antiviral resistance among circulating seasonal influ-
enza strains and have this testing available should a novel, possibly pandemic
strain of influenza virus emerge. Given the previously mentioned reliance on
antiviral for pandemic response, this surveillance will be critical. However, these ef-
forts need to be supported with stable funding.

Question 8.: The Implementation Plan for the National Strategy for Pan-
demic Influenza provided this task, “All Federal, State, local, tribal, and
private sector medical facilities should ensure that protocols for trans-
porting influenza specimens to appropriate reference laboratories are in
place within 3 months”—which would have been July 2006. What chal-
lenges do you see with executing this task? Why has this task has been so
difficult to address throughout the country?

Response 8.: In my firsthand experience in Wisconsin and knowledge of some
other states, Public Health Emergency Preparedness and other funding from CDC
has been used to fund critical specimen transportation to PHLs . Funded activities
include development of emergency response and specimen shipping guidelines and
protocols, maintaining statewide repositories of critical specimen collection supplies
and shipping kits for use by clinical labs and local health departments, training on
specimen shipping procedures and regulation, contracting with private couriers (in
fact more than one for redundancy)or maintaining the laboratory’s own courier,
among others. While these activities were originally carried out for response to bio-
terrorism, they have “all hazards”, including pandemic influenza, applicability. At
least in Wisconsin (and I know other states as well), our specimen transport sys-
tems and protocols have been frequently and successfully utilized and practiced dur-
ing a number of recent outbreaks (some quite large) we have been involved in and
exercises we carry out with our clinical laboratory partners. This capacity now ex-
ists. The challenge, as I see it, will be maintaining this capacity during a pandemic
when courier services will be disrupted due to illness or fear of carrying certain
specimens (a concern we have had expressed to us by the larger commercial couriers
vs. the small private company and HMO or large clinical lab couriers we utilize),
specimen collection supplies and shippers may be in short supply, etc. We are cur-
rently considering these issues with partners in response and examining ways to
provide redundancies for transport, augment stockpiles of critical supplies, prioritize
critical testing needs that absolutely require specimens be shipped to my lab and
at the same time cover costs. An issue on the national level that has not yet been
addressed to my knowledge is how will the state PHL get critical specimens to the
C}PC’ our reference laboratory, given the consequences of a pandemic described
above.
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Questions 9.: According to the Implementation Plan for the National Strategy for
Pandemic Influenza, “The Federal Government shall, and State, local, and tribal
governments should, define and test actions and priorities required to prepare for
and respond to a pandemic, within 6 months” of when the Plan was released—so
the deadline would have been October 2006. What are the challenges here? Are
you waiting for the Federal government to provide you with guidance and
resources?

Response 9.: Given the critical role of the PHL in preparedness planning and re-
sponse to pandemic influenza, working in close collaboration with other national,
state and local public health and emergency response partners, their priorities need
to be addressed (and funded) and actions defined and exercised. To date, my labora-
tory has only engaged in relatively limited tabletop exercises with clinical laboratory
partners and with local and state public health agencies with minimal involvement
with other traditional emergency response partners. Despite their limited scope,
these exercises have been extremely valuable in defining the likely obstacles to an
effective laboratory and public health response and how these might be overcome
and providing valuable and actionable lessons learned. In my opinion (and that of
other state PHL colleagues with broader experience with more complex exercises)
conducting broader community-based exercises is extraordinarily complex to plan
and carryout, expensive and disruptive to day-to-day work activities. This is not sur-
prising given the immensity and diversity of a pandemic’s likely impact and the re-
sponse needed. I am in favor of our laboratory’s approach in testing parts of the
plan (both national and state plans) with limited response partners; however, I ac-
knowledge that larger exercises with more diverse participants to test a specific as-
pect of the plan (e.g. conducting vaccine clinics, antiviral stockpile mobilization, etc)
likely will be needed.

Questions 10.: According to the Implementation Plan for the National Strategy
for Pandemic Influenza, “State, local, and tribal law enforcement agencies should co-
ordinate with appropriate medical facilities and countermeasure distribution centers
in their jurisdictions to coordinate security matters, within 6 months” of when the
Plan was released—so the deadline would have been October 2006. To your knowl-
edge, has any of this coordination taken place? If so, how, and if not, how would
you recommend this happen?

Response 10.: This question is really beyond the scope of the laboratory and defi-
nitely beyond my experience.

Questions 11.: What roles do associations play in assisting their constitu-
ents with emergency and pandemic preparedness?

Response 11.: Speaking only about laboratory-related professional asso-
ciations [including the APHL, American Society for Microbiology (ASM),
College of American Pathologists (CAP), American Clinical Laboratory As-
sociation (ACLA), to name a few] it has been my experience that these asso-
ciations have been very active and effective in assisting their constituents
with emergency and pandemic preparedness. Each of these associations’
website is loaded with planning documents, testing recommendations and
protocols and links to resources, many of which have been collaboratively
developed. Moreover, these associations provide their input to national
planning efforts. I have participated in and facilitated a number of very ef-
fective working groups among these associations, largely coordinated by
the CDC, that have tackled issues related to emergency (including pan-
demic influenza) preparedness and response including:

*Roles for the large national clinical labs in pandemic response
eDevelopment of testing guidelines

eImpact of new generation point-of-care tests on laboratory diagnosis
eBiosafety issues

The same can be said about numerous public health and clinical specialty associa-
tions Engaging the leadership of these associations in planning efforts and using
these associations to reach their thousands of constituents to share information is
a highly efficient and effective element of preparedness and response planning.

Question 12.: The Government Accountability Office (GAO) says in its report
that State, Territorial, Tribal, Local, and other stakeholders need to be involved in
providing input to the National Strategy for Pandemic Influenza and its Implemen-
tation Plan, especially as the National Strategy evolves. If you were at the White
House, how would you ensure this happens?

Response 12.: As an extension of my answer to question 11, relevant federal
agencies should be responsible and held accountable for implementation of the Na-
tional Strategy and for engaging relevant partners (much as CDC has done with

VerDate Nov 24 2008  15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00109 Fmt6601 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE



106

laboratories and state and local public health agencies). Key partners should include
professional associations that can ensure content experts are identified (with signifi-
cant experience in laboratory science and public health, for instance) and state and
local input is solicited in the development and implementation of policies and plans.
It also needs to be recognized that emergency response in the final analysis will be
carried out primarily at the local and state level with support needed from federal
resources.

Questions 13.: As you all know, public health has been identified as one of the
critical infrastructures of our Nation. Have you been included in the planning
undertaken by the Department of Homeland Security to protect the public
health infrastructure? From what you know about this work, how does it
affect you in your state and local positions? What more do you think needs
to be done in this regard, especially in advance of an influenza pandemic?

Response 13.: Neither the WSLH nor any other PHL that I am aware of
has been included in planning undertaken by DHS to protect PH infra-
structure. It is important, however, that DHS and other federal agencies
recognize the importance of the PHL and the clinical laboratory networks
we oversee within our states for response to pandemic influenza or other
public health emergencies. Conversely, we (PHLs and public health in gen-
eral) need to fully understand the role, authority and expectations of DHS
in protecting public health infrastructure, starting with defining public
health infrastructure and what the term “protect the PH infrastructure”
refers to. I interpret it to mean strengthen and sustain public health (in-
cluding the PHL) capabilities and capacity now so we are prepared to
mount an effective public health response to any emergency such as pan-
demic influenza. . .and protect public health capabilities and capacity dur-
ing the response. It is obvious to me that the first steps need to be commu-
nication, so that we all can ultimately recognize and understand each oth-
er’s roles and expectations, and a commitment to funding this critical re-
sponse element.

Responses respectfully submitted on behalf of the Association of Public Health
Laboratories by:

Peter A Shult, PH.d.

Director, Communicable disease Division
and Emergency Laboratory Response
Wisconsin State Laboratory of Hygiene

QUESTIONS FROM THE HONORABLE JAMES LANGEVIN, CHAIRMAN, SUBCOMMITTEE ON
EMERGING THREATS, CYBERSECURITY, AND SCIENCE

RESPONSES FROM BERNICE STEINHARDT

Question 1.: Regarding the Implementation Plan for the National Strategy for
Pandemic Influenza, you state in your report that, “. . .because many of the per-
formance measures do not provide information about the impacts of proposed ac-
tions, it will be difficult to assess the extent to which we are better prepared—OR—
to identify areas needing additional attention.” What sort of process do you pro-
pose should be used to rectify this situation now?

Response: In our August 14, 2007, report (Influenza Pandemic: Further Efforts
Are Needed to Ensure Clearer Federal Leadership Roles and an Effective National
Strategy, GAO-07-781), we reported that many of the performance measures con-
tained in the Implementation Plan consisted of actions to be completed such as
guidance developed and disseminated. Without a clear linkage to anticipated results
these measures make it difficult to ascertain whether progress is being made toward
achieving the goals and objectives described in the Plan and the National Strategy
for Pandemic Influenza.

In our report, we recommended that the Homeland Security Council establish a
specific process and time frame for updating the Plan. We further recommended
that during this update, the Plan could be improved by including information in the
Plan such as a greater use of outcome-focused performance measures.

Question 2.: You state in your report that one of the difficulties with the Na-
tional Strategy for Pandemic Influenza is that it has not been made clear how it
relates to and interacts with others of our National Strategies. How have other
National Strategies have made this clear? How would you recommend this
occur now with the National Strategy for Pandemic Influenza?
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Response: Over the past several years, GAO has reviewed several national strat-
egies and we have found that these strategies could have better described how they
were linked to the goals, objectives, and activities of other related strategies.

As part of our recommendation to the Homeland Security Council to establish a
specific process and time frame for updating the Plan, we stated that the Council’s
next update of the Plan should more clearly describe the linkages between the Plan
with other related strategies and plans.

Question 3.: You state in your report that State, Territorial, Tribal, Local
and other stakeholders need to be involved in providing input to the Na-
tional Strategy for Pandemic Influenza and its Implementation Plan, espe-
cially as the National Strategy evolves. How do you propose this should
occur? Who should be responsible for ensuring stakeholders are not only
invited to provide input, but that their input is indeed incorporated?

Again, in our recommendation to the Homeland Security Council regarding the
need to update the Plan, we stated that the update process should involve key
stakeholders and incorporate lessons learned from exercises and other sources.
Since the Implementation Plan is the responsibility of the Homeland Security Coun-
cil, it should be up to the Council to not only invite stakeholders to provide input
to the next update of the Plan, but to also make sure that the Plan reflects their
input. In addition, the agencies that worked with the Council in drafting the Plan,
such as the Departments of Homeland Security and Health and Human Services,
could hold forums and discussions with their stakeholders and seek their input dur-
ing the update process.

QUESTIONS FROM THE COMMITTEE ON HOMELAND SECURITY

RESPONSES FROM RADM W. CRAIG VANDERWAGEN, MD

Question 1.: The Assistant Secretary for Preparedness and Response has a unit
that deals with exercises. The Office of the Assistant Secretary for Preparedness
and Response has also reached out to the Department of Homeland Security regard-
ing the use of the Lessons Learned Information Sharing system. How is HHS
using the system? How are personnel in the Office of the Assistant Sec-
retary of Preparedness and Response working with those in the Office of
Health Affairs, the National Exercise Program, and other programs at the
Department of Homeland Security, to combine efforts and data?

Response: The Training, Exercise and Lessons Learned Team (TE&LL) in the
Office of the Assistant Secretary for Preparedness and Response (ASPR), as appro-
priate, maximally employs the Department of Homeland Security’s (DHS) tools and
systems as prescribed in HSPD-8 to manage HHS training activities, exercises, and
lessons learned.

The TE&LL Team represents HHS at the Exercise and Evaluation Sub Policy Co-
ordinating Committee (PCC) (formerly the Plans, Training and Exercise PCC of the
Homeland Security Council). Within this forum HHS liaises with DHS and the Na-
tional Exercise Program, and all other Departments and agencies. This body meets
bi-weekly and offers an excellent forum for interdepartmental communications.

The TE&LL Team represents HHS on the Executive Steering Committee of the
National Exercise Program (NEP), and collaborates frequently with DHS on submit-
ting joint exercise proposals (Pandemic Influenza Exercise Series). HHS also sits on
the TOPOFF 4 Executive Steering Committee, and participates in all Principal
Level Exercise and Senior Official Exercise activities. DHS acts as the executive
agent for managing all of the preceding committees.

HHS participates in all principal National Exercise Schedule (NEXS) conferences
and meetings.

HHS maintains five blanket purchasing agreements (BPAs) with many of the
same vendors that DHS utilizes for managing their HSPD-8 activities. This leads
to better synergy and alignment between HHS and the HSPD-8 tools and activities.
With help from contract support, HHS is actively moving all of its major training,
exercise, and lessons learned paper-based systems to the HSPD-8 electronic based
system.

A standing weekly call is held between the Assistant Secretary for Preparedness
and Response and the DHS Office of Health Affairs Acting Assistant Secretary/Chief
Medical Officer to coordinate efforts and activities.

At HHS’ Strategic Readiness Plan (SRP) Roll Out in August 2007, multiple DHS
programs were invited to participate along with their leadership (Corrective Action
Program, National Exercise System directors). At the SRP Roll Out the Department
formally adopted the HSPD-8 tools into its training, exercise, and lessons learned
management processes.
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Some components of HHS have achieved initial integration with DHS’s Lessons
Learned Information Sharing (LLIS.gov) system. For example, the Centers for Dis-
ease Control and Prevention (CDC) Coordinating Office for Terrorism Preparedness
and Emergency Response (COTPER), Division of State and Local Readiness (DSLR)
has partnered with LLIS.gov to develop the CDC DSLR “Channel” on LLIS.gov.
Channels are secure areas of LLIS.gov dedicated and customized to the preferences
of a specific community of interest, organization, or jurisdiction. The CDC DSLR has
written into its grant guidance that LLIS.gov is the official repository of State and
local jurisdictions’ exercise schedules. To date, CDC DSLR grantees have uploaded
more than 80 exercise schedules to the LLIS.gov Channel. Additionally, the Channel
is used as a shared workspace and information sharing forum for federal, State, and
local health stakeholders.

Question 2.: Please provide us with information regarding the changes in
ESF-8 from the National Response Plan to the National Response Frame-
work. What impact will these changes—and any others in other parts of the
National Response Framework—have on the pandemic influenza plans you
already have in place?

Response: The text for the ESF#8 Annex currently contained in the National Re-
sponse Framework is the same language HHS submitted to DHS for the National
Response Plan and supports the HHS/ESF#8 effort to prevent, protect, respond, and
recover from all domestic response activities. There is no impact on pandemic influ-
enza planning. The text was updated to reflect recent legislative changes impacting
ESF#8. This included the following:

e In the event of a public health emergency the Secretary of HHS shall assume
command and control, when appropriate, of Federal emergency public health
and medical response assets that have appropriate MOUs in place, except for
members of the Armed Forces, who remain under the authority and control of
the Secretary of Defense.

o The Secretary of HHS, through the Office of the Assistant Secretary for Pre-
paredness and Response (ASPR), coordinates national ESF#8 preparedness, re-
sponse, and recovery actions.

e Updated to reflect the transfer of the National Disaster Medical System
(NDMS) from DHS to HHS.

Question 3.: According to the White House, HHS was to have completed
this action item from the Implementation Plan for the National Strategy
for Pandemic Influenza—by July 2006. The task is, “HHS shall improve the
speed at which it performs mortality surveillance through the 122 Cities
Mortality Reporting System within 3 months.” Why has this task not been
completed yet?

Response: Since the release of the National Strategy for Pandemic Influenza Im-
plementation Plan, much has been accomplished to realize the U.S. Government’s
pandemic preparedness and response goals of: (1) stopping, slowing, or otherwise
limiting the spread of a pandemic to the United States; (2) limiting the domestic
spread of a pandemic and mitigating disease, suffering, and death; and (3) sus-
taining infrastructure and mitigating impact to the economy and the functioning of
society.

Although we have realized progress in expanding disease surveillance abroad,
critical gaps remain with respect to “real-time” disease detection and clinical sur-
veillance in the United States. As part of its national influenza surveillance effort,
the CDC currently receives weekly mortality reports from 122 cities and metropoli-
tan areas in the United States. This information helps the CDC track trends in dis-
ease spread, identify severely affected populations, and monitor the impact of influ-
enza on health. One of the limitations of this system, however, is an approximately
2-week lag in obtaining data. BioSense is a national program intended to improve
the Nation’s capabilities by conducting nearly real-time clinical disease surveillance.
Of the nearly 6,000 hospitals in the United States, only 700 hospitals are currently
engaged in some stage of implementation for sharing data with the BioSense pro-
gram.

Question 4.: According to the White House, HHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by October 2006. The task is, “HHS, in coordination with DHS, DOT, DOS,
DOC, and DOJ, shall develop policy recommendations for aviation, land border, and
maritime entry and exit protocols and/or screening and review the need for domestic
response protocols or screening within 6 months.” Why has this task not been
completed yet?
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Since the release of the National Strategy for Pandemic Influenza Implementation
Plan, much has been accomplished to realize the U.S. Government’s pandemic pre-
paredness and response goals of: (1) stopping, slowing, or otherwise limiting the
spread of a pandemic to the United States; (2) limiting the domestic spread of a
pandemic and mitigating disease, suffering, and death; and (3) sustaining infra-
structure and mitigating impact to the economy and the functioning of society.

Once an influenza pandemic reaches the United States, the primary focus is safe-
guarding the health of Americans. The U.S. Government is working to enhance the
Nation’s ability to detect and respond early and effectively to a pandemic. To better
identify the first cases of pandemic influenza in a community, the U.S. Government
has provided resources to State and local health departments to increase the num-
ber of sentinel providers and improve laboratory detection at public health labora-
tories. The U.S. Laboratory Response Network (LRN), which includes State public
health laboratories, is prepared to conduct initial testing of suspected human infec-
tion with H5N1 within 24 hours of receipt. To ensure that suspected cases can be
promptly confirmed and treated, the Federal Government is working with industry
partners to develop rapid diagnostic tests to quickly discriminate pandemic influ-
enza from seasonal influenza or other illnesses.

Question 5.: According to the White House, HHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by January 2007. The task is, “HHS, in coordination with DHS, DOS,
DOD, DOL, VA, and in collaboration with State, local, and tribal governments and
private sector partners, shall develop plans for the allocation, distribution, and ad-
ministration of pre-pandemic vaccine, within 9 months.” Why has this task not
been completed yet?

Allocation

Medical countermeasures have little utility if they cannot be delivered quickly to
those in need, yet the logistical challenges of rapidly allocating, distributing, and ad-
ministering countermeasures to 300 million Americans are substantial. Although we
have made significant investments in distribution capacity since 2002 through the
Strategic National Stockpile, State and local grant programs, and the Cities Readi-
ness Initiative, much work remains. Guidance and resources have been provided to
State, local, tribal, and territorial governments to facilitate completion of distribu-
tion plans for medical countermeasure stockpiles. Recipients of pandemic influenza
supplemental funding are required to complete and exercise these plans.

Countermeasure allocation and distribution is important for preparing our Nation
for pandemic influenza and other naturally occurring infectious diseases, as well as
for chemical and nuclear attacks. In the future we may be faced with the need to
prioritize scarce medical resources during a major disaster. The pandemic efforts
could well serve as a template for allocating and distributing life-saving counter-
measures against other threats. The ongoing guidance development process for
prioritizing and deploying countermeasures during a pandemic represents our first
steps in addressing this complex ethical and logistical challenge.

One major goal of the U.S. pandemic influenza vaccination program is to vac-
cinate all persons in the United States who choose to be vaccinated. An interdepart-
mental working group led by HHS developed and prepared a draft report leading
to guidance that analyzed and established prioritization tables of different func-
tional population groups and accompanying rationale for the allocation of pre-pan-
demic and pandemic influenza vaccines at the onset and during an influenza pan-
demic with a CDC severity index of 5. This report is distributed currently for public
comment through Dec. 31, 2007 (See http://www.aspe.hhs.gov/panflu/
vaccinepriorities.shtml). Final guidance is expected in early 2008.

The draft guidance is firmly rooted in the most up-to-date scientific information
available, and directly considers the values of our society and the ethical issues in-
volved in planning a phased approach to pandemic vaccination. Information consid-
ered by the working group included rigorous scientific assessments of pandemics
and pandemic vaccines, national and homeland security issues, essential community
services and the infrastructures and workforces critical to maintaining them, and
the perspectives of state and local public health and homeland security experts. His-
torical analysis of the influenza pandemics of 1918, 1957, and 1968 and their effects
provided valuable insights to this draft guidance. Ethical considerations presented
by an ethicist who served on the working group and by academic ethicists also were
important to the working group process and deliberations.

A formal decision-analysis process also was undertaken that considered the objec-
tives of a pandemic vaccination program and the degree to which protecting popu-
lation groups (defined by their occupation, age, and health status) contributed to
meeting those objectives. Based on this process, groups that ranked highest were
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frontline public health responders, essential health care workers, emergency medical
service providers, and law enforcement personnel. Among the general population
groups, infants and toddlers ranked highest.

It is recognized that vaccine supply to meet this goal will likely not be available
all at once, but rather, develop at varying rates depending on both vaccine charac-
teristics (antigen required) and production capacity. Given that influenza vaccine
supply will increase incrementally as vaccine is produced during a pandemic, alloca-
tion decisions will have to be made. Such decisions should be based on publicly ar-
ticulated and discussed program objectives and principles. The overarching objec-
tives guiding vaccine allocation and use during a pandemic are to reduce the impact
of the pandemic on health and minimize disruption to society and the economy.

One of the most important findings of the working group analysis, and the strong-
est message from the public and stakeholder meetings, was that there is no single,
overriding objective for pandemic vaccination and no single target group to protect
at the exclusion of others. Rather, there are several important objectives and, thus,
vaccine should be allocated simultaneously to several groups. Each of the meetings
came to the same conclusions about which program objectives are most important:

o Protecting those who are essential to the pandemic response and provide care
for persons who are ill,

e Protecting those who maintain essential community services,

e Protecting children, and

e Protecting workers who are at greater risk of infection due to their job.

In addition to these, the important Federal objective of maintaining homeland and
national security was factored into the guidance.

General guidance includes the following:

o The need to target vaccine to maintain security, health care, and essential
services will depend on how severe the pandemic is, as rates of absenteeism and
the ability to supply essential products and services will differ between more
and less severe pandemics. As a result, groups targeted for earlier vaccination
will differ by pandemic severity.

e Allocation of pandemic vaccines to States will be in proportion to the State’s
population.

o Whereas States should follow the national guidance, they will have some
flexibility in defining the target groups and implementing the guidance to best
fit their local situations.

e Within the parameters of the guidance, a small proportion of each State’s vac-
cine allocation may be maintained at the State level for distribution based on
the specific needs of that jurisdiction.

o In past pandemics, groups at increased risk for serious illness and death have
differed by age and health status. Because the high-risk groups in the next pan-
demic are not known, this guidance will be reassessed and may be modified at
the time of the pandemic.

e Guidance on pandemic vaccine allocation and targeting will be re-assessed pe-
riodically to consider the potential impacts of new scientific advances, changes
in vaccine production capacity, and advances in other medical and public health
measures.

Guidance for targeting vaccination was developed in a structure that defines tar-
get groups in four broad categories—people who: (1) protect homeland and national
security, (2) provide health care and community support services, (3) maintain crit-
ical infrastructure, and (4) are in the general population. Within categories, vaccina-
tion target groups are clustered into levels. In general, all groups within a category
and level will have the same priority for vaccination. Within a category, levels are
listed in descending order of priority for vaccine. Levels across categories are not
necessarily comparable in terms of vaccine prioritization.

Allocation and targeting of vaccine integrating categories occurs in tiers. By de-
sign, groups in a tier (cutting across categories) are vaccinated simultaneously un-
less vaccine supply is so limited that sub-prioritization is needed. Finally, groups
in vaccination tiers differ depending on pandemic severity, defined as severe, mod-
erate, and less severe as described in the Pandemic Severity Index.

Distribution/Administration

During 2007, HHS/CDC with HHS/BARDA developed plans in consultation with
other federal government departments including DHS, State and local governments
and domestic influenza vaccine manufacturers for distribution of pre-pandemic and
pandemic influenza vaccines from the domestic manufacturer distribution centers to
points of distribution (PODs) within States for the near (<18 mos.) and long term.
On August 15—17, 2007 CDC in coordination with HHS/BARDA, DHS, the States
of Ohio and Arkansas, and one of the domestic influenza vaccine manufacturers con-
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ducted a pandemic influenza vaccine training exercise to test the communication
and actual shipment of vaccine from the manufacturer to State points of distribution
according the HHS plan for pandemic vaccine distribution. During the exercise, an
influenza pandemic event from HHS to the vaccine manufacturer and the States
and the need for shipment of pandemic influenza vaccine to the States was commu-
nicated effectively, and mock containers of vaccine were successfully transported
overnight from the vaccine manufacturer to the PODs of the two States.

Question 6.: According to the White House, HHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by April 2007. The task is, “HHS, in coordination with DHS, DOT, DOS,
DOD, air carriers/air space users, the cruise line industry, and appropriate State
and local health authorities, shall develop en route protocols for crewmembers on-
board aircraft and vessels to identify and respond to travelers who become ill en
route and to make timely notification to Federal agencies, health care providers, and
other relevant authorities, within 12 months.” Why has this task not been com-
pleted yet?

Response: If a pandemic begins outside the United States, and international con-
tainment efforts fail, the U.S. Government has planned a series of layered border
measures that may be implemented incrementally during a severe pandemic to slow
the entry of a pandemic virus into the United States while allowing the flow of
goods and people. These border measures during the early stages of a severe pan-
demic may include flight restrictions from affected regions, issuance of health guid-
ance to travelers intending to enter the United States, health screening of travelers
before departure, en route, and on arrival to the United States, as well as public
health measures to limit onward transmission of the disease.

We are working closely with our neighbors Canada and Mexico to establish a com-
mon North American approach to delay the arrival and impact of a pandemic. One
of the objectives of the pandemic planning efforts in the Security and Prosperity
Partnership is the development of the North American Plan for Avian and Pandemic
Influenza. This trilateral plan, now being finalized, establishes a framework for co-
ordinated, trilateral actions regarding communication, responses to avian and pan-
demic influenza, border monitoring, and critical infrastructure protection. Developed
as part of the Plan is a concept of operations for responding to aircraft inbound to
North America that are carrying passengers potentially infected with the pandemic
virus. This approach is currently being shared with other aviation partners around
the world. U.S. Quarantine Stations, located at ports of entry and land-border cross-
ings where international travelers arrive, will play an important role in delaying the
introduction of pandemic influenza into the United States and helping to limit its
spread. The number of quarantine stations in the United States has more than dou-
bled since 2004, expanding from 8 to 20 locations, with quarantine stations in Dal-
las and Philadelphia added this past year.

Response 7.: According to the White House, HHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by April 2007. The task is, HHS, in coordination with DHS, shall review
and approve State Pandemic Influenz a plans to supplement and support DHS State
Homeland Security Strategies to ensure that Federal homeland security grants,
training, exercises, technical, and other forms of assistance are applied to a common
set of priorities, capabilities, and performance benchmarks, in conformance with the
National Preparedness Goal, within 12 months.” Why has this task not been com-
pleted yet?

HHS provided interim assessments to the respective State Health Officials and
their Governor’s Chief of Staff. Each draft interim assessment contained jurisdic-
tion-specific feedback as well as general feedback from the participating federal de-
partments.

Question 8.: According to the White House, HHS was to have completed this ac-
tion item from the Implementation Plan for the National Strategy for Pandemic In-
fluenza—by April 2007. The task is, “HHS, in collaboration with State, territorial,
tribal, and local health care delivery partners, shall develop and execute strategies
to effectively implement target group recommendations, within 12 months.” Why
has this task not been completed yet?

Response: At the beginning of a pandemic, the scarcity of vaccine will require
the limited supply to be prioritized for distribution and administration. The Federal
Government has begun a process to revise previous interim guidance for Federal,
State, local, tribal, and territorial planners on groups to target for earlier access to
pandemic vaccines. The U.S. Government has sought input from influenza experts,
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State and local public health officials, homeland security experts, ethicists, private
sector stakeholders, and the public in developing this guidance.

Question 9.: In his testimony, Dr. Vanderwagen stated that, “. . .there was a
transfer of responsibility to the ASPR from the Assistant Secretary for Health for
pandemic planning and coordination within HHS.” What does this transfer en-
tail? Why did the transfer occur? What are the implications for this trans-
fer?

Response: The Pandemic and All-Hazards Preparedness Act (PAHPA), Public
Law No. 109-417, established the position of the Assistant Secretary for Prepared-
ness and Response (ASPR) and designated the ASPR as the principal advisor to the
Secretary on all matters related to public health and medical emergency prepared-
ness and response. Under PAHPA, the ASPR office assumed responsibility for lead-
ership and coordination of public health and medical preparedness and response ac-
tivities within HHS, including planning and coordination of activities related to pan-
demic influenza.

Prior to the transfer, the Assistant Secretary for Health (ASH) was responsible
for leading pandemic influenza planning and served as the lead HHS contact to the
Homeland Security Council (HSC), while the Assistant Secretary for Public Health
Emergency Preparedness (ASPHEP) executed all initiatives. The transfer brings all
pandemic influenza activities, from planning to execution, under one umbrella;
ASPR is now also the HHS pandemic influenza lead contact to the HSC.

ASPR’s pandemic influenza activities include overseeing the advanced research,
development, and procurement of qualified medical countermeasures and qualified
pandemic or epidemic products through the Biomedical Advanced Research and De-
velopment Authority (BARDA). ASPR also administers pandemic preparedness and
response efforts through the National Disaster Medical System (NDMS) and the
Emergency System for Advance Registration of Volunteer Health Professionals
(ESAR-VHP), and coordinates closely with the Medical Reserve Corps (MRC).

The consolidation of the Department’s public health and medical preparedness
and response efforts under ASPR will ensure a unified, integrated approach in pre-
paring for and responding to the public health and medical effects of natural and
man-made disasters, including pandemic influenza Through ASPR, the Department
will be better able to coordinate interagency activities between HHS, other Federal
departments, agencies, and offices, and State and local officials, as well as private
sector entities, responsible for emergency preparedness and the protection of the ci-
vilian population.

Question 10.: During the hearing, Dr. Vanderwagen discussed with the Members
of the Committee on Homeland Security various aspects of the Strategic National
Stockpile, including the purchase and stockpiling of antiviral medications. In an-
swering a question put forward by Rep. Pascrell about letters of inquire from Con-
gress (that went to Secretary of Health and Human Services Leavitt—one letter
from the House Republican leadership in June, one letter from the House Demo-
cratic leadership in August, and one from Senator Thad Cochran in September), As-
sistant Secretary Vanderwagen stated that two of these letters had been responded
to by the Department of Health and Human Services. When were these letters
sent, and to whom? Has the third response to Senator Cochran been made
as well? Please attach copies of all of these letters when answering this
question for the record.

Copies of the following letters are enclosed: !

Representative Boehner Letter dated June 21 / Reply dated November 6
Representative Hoyer Letter dated August 1/ Reply dated November 26
Senator Cochran Letter dated September 11 / Reply dated November 26

1See attachments below.
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Eilla,

Aa nf Cerddesr FQu?, HY Rad ahl igarsd sppave iRaEEly B0, 8
Eillios Lo gardeess Lafluerme Pendes and has ookl igeked
nalanred peraling §1.4 Blllion. 13 has alresdy mads
coamltimelE [ur Ll ues ol Lheet Ilwsle wi bas plans L
el i patA the Fonds In P ofdaa,

Tra BRI Pandesio Inrlusass Flah called for » srozipile of
ancuih anliviril diuge foF 15 parcent of L2 fopulabion.
HiE s purehassd appreoimsrely 38 million courdes of
ankivirml deups sl plans ta coaplats Lhe Federa. poreisa
of the oreckplle SR FY 2078, EME aloo remalne cusclibed Lo
Fha adyencad dave. opeent of nev et hetEar Lafluania
anlivizal deogd &b Yhis 1 @ ey corpolenl of Che X
paflaris proparedasra ARratedy. Tha essrgencs ol Svugs
renldtail virud streios hes alroedy obreloled oo of e cws
¢laigas ¢f anliviral drege LEat e have b5 use aguilnst H-HL
vicunen. Cosplet'ng the scockpdle of cufrankly svadl lable
antiviral oedicdlione Lhaf work iofsy, ard dovelophng e
angs that will woxk in Bl futoss, are ol ly critlesl

conponenta of cur pasdemic preparedrsss plsn.
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T Honorabils Boy Rlunt - Baga I

paded on & review of The aciivips]l regesrch sad desslopasni

P ling, i eolancs, neadioal and PUroooressnl Shisile e
prej#ct that coatrects for mee astivirels wlll Gibely o4 swapded
afuny full waar appropriacicons arg sasoied Sor FY J90E. Ta
addiriod, tagad on FHE pegotiaticns with coEpanléed currantly 18
progresds, we expasy 1o achisvs favorshble pricing, aheld-lile sl
wrhar consudsrations for obe gUVErmNWOr By aodelerstirey our
planped purchasss of Relenia aid Tealflu. Twrefdrae, Lt is
likaly W will uSe cuFreArly Avallabls ADHOOPTLAELGOR Lo Mikia
Lhess aTochplle parthaied el [he DeRl [ow wealks.

I peasins avitinel nhat fangereds sppecnrlere the full gk
millien repiesced for FT o208 &0 wa Can Sarey ouk all cha
afeices im cur pandeaic preparediness plan. wncleding develepssne
af e antivival ssdlcations,. T =uld b alort-sdghted to rely
upon ofly the medicationg curvestly available. we Suat be
prepired for & pasdenis lor today, amd for the [uturs.

[ mw sendiig bthe shrd respeies 50 b otalgesrs o1 pour leSEer.

Thank yoa foc pour suppost Lo preparlos the nation Eo ciskab an
LAl leenrs pandesiic.

Elaecraly,
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i, ST EF BLELTH A SESAN YL
e .

NI - BT

Thd Hodwedblé DAVIS Casles
.8, igiae ~° Tepressnrarivea
wasniwgeon, OC 20%31%

PEAT MO, DTELET

Thank yni far yoir lelber skipresslsns isferest in The staiss
of HHE parefewio preparciness acLlviTies. = gppisciate cle
tundieg fregrose hes provided te W for pasdeale
prepiredomes Llhitvagh Les FE 20484 ssscpsocy appoopriailons
PP

As O pEpERaT 1807, 'S Bed obllgated approédlmarsly 3.8
Eiliden im pardenics influsnza funde s=d hes umonldgasas
balamied rafaling F1.0 Billion. BPeS bad alceddy asda
cummitrants f5r Ehe usp of theda Tonds or has plane Bo
shligata the [(unds in P 20048,

Th Fif Pafenic Totlwerzd Flan cal led Bor A stockplls of
enoaglh aetiviral drugs for 7 parcant of tha populas loa.
HHE kam purchased spprorioately 18 elllior cousess of

ant iwiral deajs and plans bo coaplete the Pedecal pagtien
of the stockplle in FT PGA. HES alsc remaine cosmikbed Eo
Pl advansed dovelopment of sew acd Batber 1nf ) usrta

ent ivicsl deoge as Ehis i a koy ooeponert of Eks KO
pamthamic prapureiase wlralegy. T wsogocor ol deess
rodlotomt vituo SEraice Eac alresady cbviated onm of the Ewo
risames rf asciwviral drogm thaf we havs b ol egadnat HEEL
Wiruses. Compleilng Eho efoskpila of derrectly avallable
Artiviral madicarioms chac werk todsy, and derslopdng ness
crewd EEmaf will seoah Lo BB Fufures, dro dqually criiisal

o of our p FrepaTedrasn plan.
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Tha Hatbdrable David Deeler = Page 2

Dased 22 & revvipw Af the aaliviral cescarsd asd devel opesnlt
pipalire, HES sclenced, sedicel asll procibafant arfarts now
preject thar sostracts for few antivirale vabll 1iwely be aeardsd
mfkar Eull year spproprisaticss are oracted 2or FY 306, In
sddicios, bassd on J0E5 pogellakicds with companies curréakly in
progrees, we arpect bo schleve Prmrable priclng, eEelf-life ard
athar coomideraticns for tha goverusddt by stselscating our
planncd purchases of Enlenzs and Tariflu. Therofors, I3 ie
likaly we will wps corresily availabls sppropristcions to maks
thems stockplle purctanss ovir bhe reat Cew weeks.

Iz recaine cribifal that Congress spproprists the full JaTs
millioe reguastsd for FY 3008 2o wn can sarcy oot all ks
actlone in cur pandsnic preparesdicsss plez, includbng hu;l.qi-ut
of now antewirsl ssdicatione. Ti woald Ba short-sighted to rely
wpon ouly the medicatioes carrestly sveilablis. e corg be
propared for & pandeaic for today, aszad for bhe future.

I am sandicg bhe soms raspomas to the coalgmars of your latber

Teank you for your seppoTt §n preparipg the natjon to coalak an
ieflucase pandemls.

inoeraly,

15:31 Nov 13,2009 Jkt 000000 PO 00000 Frm 00129 Fmt6601 Sfmt6621 H:\DOCS\110-HRGS\110-72\48967.TXT HSEC PsN: DIANE

11072-13.eps



VerDate Nov 24 2008

126

PR LR RN or iy Pl Lk eeal Gl
ETRE L P

v = & T

Tha Ecnorable Ton Tole
I @. Wouss of Espreasntatives
Wamhiegeoe, (6 20ELE

tear HT. Sole

Thani Yo ToF yoar LECTHr sapresding AtTeTest in che apatug
fif B paadesic [irepareinass oot vit bes. B appreclsts the
furding Congress haa prowvided oo W for paadesle

= -] s h twe FT 1004 energeccy appropsiss lors

| b
Bills.
An of Optobor 3067, KBl has obligated sppreaisanely 4.8
hillton in pardesic ioflasons Ffunds aod s aeobl lgated
balances totaling 4L.0 bBlllioe, HEl has slveady mada

commitmsnts For the was of rhess Tinde or has plane oo
chllgsts the Lunds i PY DIAE.,

Thet HRS Faislwalo Tnfluenes Blaa opl el Lor & atookpdle of
enaigh anciviral drogs far 36 perceat of che populacion.
HE hee parabased eppronimately 13 million oourses of
anglviral druge ard plans o cospiere b Federal poesion
of che svociglls dp Fe 2608, HHS Alss vepsizs commirved to
the sbvanesd devalopaent, 1 fav asd Detber el iesnss
antlvical druge as this i@ & Rey comgoness of tho HES
pandemle praparsdnssd srvaregy, e eeergetes OF i
faslstark wirus stralne Bie alrdady shvsaned oees of Che Lok
classes of anrivica] deogs char o have To wie agelner L
wirime. Oemplating Lhe abechpile of cafrestly avadlabls
antivical podicoticns [kak wock today, and developlod oew
onas Ehat will ol ln the fifers, ave squally cvirica)
compossmbs of our pmpkmic prupsredsuee plas
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The Sopnrabis Tom foie - Pags F

paped on & pevlew of thy sativiral research and developssnt
plpellng, HHE scieaos. medica]l sad provceTameal ssparls niw
pUnjeas chab conbracte for new aandwiyals will Likely be awmrded
afvar Tull year sppropriscicne sre sasotsd oo FY S04, In
addirion. hapsd nn BHE nepatiarlons with oOmpantes cuTresTly 18
pOGyress, wa BNpert Lo schless fawpranle prloivey, sbelf-ilie and
orbar comilderations for che goverrment by acoeleracing our
plenmsd purchapss of Relenie aad Tasidfly, Therefowe, iv le
Likaly we will uss currdnily available appropriatiodd to daks
thews alothplle getchasns ovar the nasl few weeka,

B peesing orinleal than Songiess sppicpriete Lhe full #474
millisa reqoessed for FY 2008 w0 w onk Carry 21 all che
SerLong A our patdesic preparedness plan. Loclwding deve lopsant
of naw antivireal medications. It would be dhdft-alghted to rely
upesy anly the sedications currencly available. Wo must be
prepared e a pendmmic for Eoday, anpd for Eha Tubwure.

[ am mariing the sams responss to the cosignece of your letiex.

Thank yow for yoar swppost in preparing Ehe natlon to combat an
influsnta pasdesic.

1y,

Michamal O Laavitk
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Uongress of the Mnited States
Tashingtmt, € 20513

Augusl 1, 2007

Il Hosoeable Michael O Cesvit

Serretary

1.5, Departracnt of Health and Huraan Servises
200 Indegendenes Averye, 5.W.

Washingtes, DC 20201

Digar Mr. Scerctary:

Ir has com= w our astennion the Depariment of Health and Hynyan Seraces (HHS}
a3 appraxiniately 32.5 hillian in unobliged dunds lor The implementation of the
Nbivral Slratewy Tor Peedemic bidluenza (usm} Wz urderstand & Jarge somdor of these
funds arc confr: 1y gamm-ticd, b , Wz ure contemed shoul the slow priogress af
completing he stockpiling ol rale Because it € one ¢l the primary comporents ol

- our oation’s Tiest Line of defense at he sutser of any fiumire pandemic Wfluenze cuthreak

in ke Loiles Stales.

As vou are aware, the NS’ has outlined a plan w0 purchasc cnough artivirals to
freat at leas: 2% pereent of the US. papulution dunryg a pamlemiz, w'rich eyuals 8]
milleemt sourses of treatment To dzes. HEHS and the Statzs have only parchased 3
combined 51 mull:on courses of antrarals, whoch 15 enough w treat only about 15 pereent
of the popmlugian.

Public health experts esimate @ pandemiz of cvon relatively low soverily could
petlentinlly eause 00,000 125, desths il spproprisle imerventions are nel made. ] lewever,
iC seams that by not sxpeditiovsiy comp.chog the anrdviral stockpile, the Administrarion
wnd HHS sre pambling thal s influcrza pandeomc will nol cecur in I sear Qulure -
nolwithiarding the HSN] virus conlinues to spread around the world and the wil of
harman lives lost due to FISN] continues wo rise.

The Mailuee o prepars for a pandemic il hreak rey s a faivre o
safeguard the welfare of the Amcncan paople.  We gave only to remember rlc
ralastrophic events of Hurnicune Kuir'na end ils wemible Wl on human e w mes
the inportance loe strong preparaton ad implementation ol disaster plans at the ledual
fewgl Iherefore, with the remaining unobligatell and uncommiticd  funds, we
respectlilly ceques: you to make progress oward the cempletion ol purchases of
axivirals for onr ~Tockmlc in a swift and cxpeditious menier

IEEEID CM TR e

Lt < G- G LI
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LI Il BLERLLAKY
ARREYRORLENLE
SEHTR CEMTER

The Honorable Mickasl (. Leavizt
August 1, 2007
Page Twa

L liew of an wndevelopad vaccine, which even i developed the sxperinental
vaceine woulkl nal be wvailable in sufficienl quuniitics st the cutect of an intlucnza
pandamic. it is imperative we do 2.1 we Can 10 vhiain un aldecoale wupply of antivirals, our
only reameent available to combat an infiscnza sandemic.

We appeciate yowr cemprehensive consideration of this request,

Sineerely,
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WOV 3 & 00T

Tha nonorsble Bresy Hoper
Eruse of Fepresenialives
sashisgos, D.C. J051%

Daar Mr. Eopsr:

Thank you for yoor lattsr sspreasing Lnbsarset iz bRe states of
MO £ [prepaT activibiaa. He spprecists tha funding
Cotrgraan bas provided to HEE for pandsaic preparsdcons through
twd Ff Tl smargency sppropriationa B4Q1La.

An of Octcber ZHET, U has obligaved spproalsscely 30,8 BLllion
in pandsmic inflesnzs funds snd has ynobllgated halsnces
Eocaling §1.8 Billion, HHE had Slresdy meds commiossncs [OF §he
usd of chass Tundd of s plass to obligace che funds in I
EL B

Thee iBiE Papdenic Influeazas Plan called for & svockpile of essugh
antkviral deuge for 3% parcent of the jopelation. 55 Bas
purchassd agpronisately 38 millica courses of antivical dowgs
ared plass te cosplets Lhe Federal portion of the steckpile A FE
Foa8, KHE aleo resslns committed re phs advesced deselopssan of
mew and berver bafleeria sntiviral dregs o8 this Le a ey
componenl of Lhe HES pandemic preparedssss sLrabegy. The
emsrgescs of A reaiatast Yirus strains Bas aliesdy sbvisted
ot of the two classes of antiviral douge that wo have To use
apalnet HSME virusea. Cospleting the stockpile of currently
avallable antivirsl ssdicakions that wook Boday, sl Seveloplsg
fw ored Ehak wil]l work s Eke Fubwre, are opially eritlesb

En of our 1. pdn plan.

¥
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Tha Hoscoable Steny Hoyer - Pegs I

Basnd on & review of the sntlvire] ressarch snd densslopeaent
plpolina, HHE aci dizal and p P B PR
Froject fhar Contracta for mew sncivirtals will Liksly bBs awsrdsd
afeer full year appropriacicns ars snacted for FY Jdil. In
addition, bassd cm WA reegotlet lons with companles ourrently kn
Progress, we sxpect to achisve [avorable priging. ahalf-1ife and
orher conalderarjons for e government by sooelerarimg our
plarmsed purchases of Welengs snd Tamifle. Thersfors. io I
liksly we will wues curpenrly Swailablis sppropriacions o mais
Ehese stockpile purchases over Lhe peal [ev weeils .

Ir rpemai=a crivical That Congress apprepriate the full E870
Blilisn reqeatel far FT 2008 &6 e can carey S0f all the
actions Ln our pandsmic preparsdrass plan. Leeluding developssnt
of paw antivirel sedicationa. It would be short-slghted Lo paly
upony only ke medicet ions currently aveilable. wWe mist ba
prepared for a pandemic for today, asd for Ehe foturse.

I am merding Ehe sams responss bo Bka cocaligners of yeur lektar.

Thank you for your suppest in preparing Ele nafion to combat am
influsnma pandsmic.
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THE SECAETARY OF HEALTH AMD HUMAW SERVICES
WALHINGTON, B.C. 2ot

wov 2 6 2007

The Honorable Jamas Clyburn
Houge of Hepresentativec
Washington, D.C. 20515

‘ODeay Mr. Clyburn:

Thank vou for your letter expressing interest in the statua of
HHS pandemic preparedness activitieg, We appreciate Lhe fuuding
Congress has provided Lo HH3 for pandewic peeparedoess theough
two Y 2006 emergency approprlations kills,

Bs of October 2407, HHS has obligated approximately $3.8 billicon
in pandemic influenza funds and has uncbligated balaoces
tataling £1.8 billion. HHS has already made commitmente far the
use of these funds or has plans Lo nbligate the funds in FY
2008, :

The HHS Pandemic Influenza Flan called for a stockpile of enough
antiviral drugse for 35 percent of the pepulakion. HBHS has

¥ purchased approximately 38 million courses of antiviral drugs
and plane to complete the Federal portion of the stockpile in FY
200E. HHS also remains committed bto the advanced development of
new and better influcnsa antiviral drugs as this ic a key
component of the HHS pandemic preparedness strategy. The
emergence of drug-repistant virus straips has already ebvlated
one of the twe classes of antiviral drugs that we have to use
[Agaihst 45Nl viruses. Completing the stockpile of curveatly
available antiviral medications that work today, and developing
new ones Chat will wosk in Lhe [ubure, are egually critical
components of our pandemic preparedness plan. :
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‘The Honorable Jamcs Clyburn - DPage 2

Based on a review of the antiviral research and dewelopment
plpeline, HES scolence, medical and procurenent experts now
project that contracts for new antivirale will likely be awarded
after full year appropriations are snacted for FY 2008. In
addition, based on HHE negotiatigns with companies currently in
progress, we expecl Lo achieve Lavosable priciong, shell-life and
other considerations for the government by accelerating our
planned purchases of Relenza and Tamiflu. Therefore, it is
likely we will nse currently available approprlaticons to make
thase stockpile purchases over the next few weeks.

It remains gritical that Congreas appropriats the full £870
millioe reguested [or FY 2008 =50 we can carey oul all the
actions in cur pandemic preparednsss plan, including dewelopment
«f new antiviral medications. It would be shert-sighted to rely
upnn only the medicacicne currently wvailable. We must be
prepared for a pandemic for today, and for the future.

T am rending the zame response to the cosignarz of your latter.

Thank you for your support in preparing the nation te combat an
intluenza pandemic.

Binvarely,

Mibhael ©. Lea
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THE SECRETARY DF HEALTH AND HUMAN SERVICES
WASHINGTOR, ;L. @t

hov 2 ¢ 2007

The Honorable Rahm Emammel
V.5. Houas of Fepresentatives
Wapningkon, DO 26815

Dear Mr. Emanuel:

Thank you fer your leller expressing latereat in the atatus of
HHZ pandemic preparedness activitics., wWe appreciate the funding
Congresa has provided tc HHE for pandemic preparedness through
CLwo FY 2006 wmergency appropristions billa.

As of Ockcber 2007, HHS har obligated approximately $%.% billiom
in pandemic lnfluenza funds and bas unchligeted balances
totaling 51.8 billion. HHS has already made comnitments for the
nwas of these funde or has plans to ohligate che funds in Fy
2008.

The A0S Pandemic Influenza Plan called for a stockpi_e of enough
antiviral drugs for 25 percent of the population. HHS has
purchased approximately 38 million courcec of antiviral druge
and plans to complete the Federal portion of the gtockpile in FY
2008. HHS also remaine committed to Lthe advanced. developoenl of
new and betler influenza antiviral drugs as this iz a key
componant of the HHE pandemie preparednese strategy, The
emergence of drug-resistant virus etrains has already obviated
one of the two classes of antiviral drugs that we have Lo uge
Aagalnst HEN1 viruses. Completing the stockpile of currently
available antiviral medications that work today, and developing
new ones that will work in the Future, are equally critical
components of cur pandemic preparednese plan.
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The Honerable kRabhm Emanuel - Page 2

Based on a review of the antiviral research and development
pipeline, I3 science, medical and procurement experta Now
project chat contracts for new ankiviraly will likely be awvarded
atter full year appropriations are enacted for FY 2402. In
additicn, baced on HHE negotiations with compamiee currently in
progress, we sxpect to achisve favorabls pricing, sheslf-1ife and
other roneideratione for the government by accelerating our
planned purchages of Relenza and Tamiflu. Therefore, it ia
likaly we will w=e currencly available appropriations to make
these ptockpile purchases over the next few weeks.

It remains critical that ongress sppropriste the Full $8%0
millien requested for FY 2008 so we <an carry out all the
actions in our pandemic preparedness plan, including development
of new antiviral medicaticne. It would be short-sighted to rely
upon only the medicabions currently avallable. We must be
prepared for a pandemic for teday, and for the future.

I am zmending the same responpe bto the cotigners of your latbaer.

" Thank you Eor your support in preparing the nation to combat an
influenza pendemic.
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Seprember 11, 2007

The Llonorable Michael O. Leavilt

ECTCIATY -
118, Deparonent of Hyall and Humen Services
Hubert H, Hwaphrey Building
200 Independence Avenue SW, 2615 F
Washiy DLC. 20201

Dear Secretary Leavith:

1 2 pieased wilh the steps the Department of Health and [Tumen Sarvices has
taken in preparing the Uaited States for an outbreak of pandemie influenzz, However, it
has come G my attention that to date, the Wﬂ and individual statce have
purchased a combined 51 million cowses of antiviraly, wlich is enough to treat oaly
about 15 percent of the pupulation. The Nativnal Strategy for Pandemiic Influenza (NSFL)
outlines o plan to purchasc cnough antivirals to meat at lcust 25 percent of the U.S.
population during a pandemic i w2, which ineans 83 nallion courses of treannent
necd o be stockpiled.

Public health experts estimate thut a papdemic of cven relatively low scverity
could potentlally canse 90,000 deaths if appropriate precilifionary TMRASUCS Aary 1ot pul in
place T is algo clear that the 715N virs conlimrs (o spread arpund the world awd that
the toll of human lives lost due 1o HSNT continues torise. Therelors, in Liew of a vaccine
that ks yet to be completely developel, and knowing that even the sxperincnte] viveine
wonld ol be available in sufficient cuantifics ut Lhe outset of a0 influenza pundemie, 1
urze you o designate any unobligatesd fiznds wruler NS rowards the completion of
plrchates of antivizals for Lhe stockpile.

1 appreciate your strentiug ro this watter.
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THE SECRETARY DF HEALTH AND HUMAN SERYICES
WASHIRGTON, B.C. W19

NOV 2 § 2007

The Honorable Thad Cochran
United States Senata
washington, 0C 20518

Dear denator Cochran:

Thauk you [or your letler expressing interest in Che status of
HHS pandemic preparedness ackiviries. We appreciate the funding
Congrese has provided te HHS for pandemic preparedneses through
twa FY 2006 emergency appropriations bills.

As of October 2007, HHS has obligated approximately $3.8 billion
in pandemic intlvenza tunds and hae uncbligated balances
totaling $€1.8 billion. HHS has already made commitments for the
use of these funds or has plans to cbligare the funds in FY
LG,

The HHS Pandcmic Influcaza Plan called fer a stockplle of enough
antiviral druge for 25 percent of the populaticn. HHE hac
purchased approximately 38 million courses of antiviral drugs
and plans to complete the Pederal portion of the steckpile ia FY
2008. HHE also vemains committed te the advanced develcpment of
new and better influenza antiviral druge as this is a key
conponent of the HH3 pandemic preparedness sirategy. The
energenve of drug-rresistanl virus sleains has already obvlated
one of the two olasses of antiviral druga that we have ©6 use
againat HEWL wiruses. Completing the stockplle of curreacly
awvailable antiviral wedicarions that work today, and developing
new ones that will woxk in the future, are equally critical
components of our pandemic preparednesa plan.
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The Honorable Thad Cochran - Page 2

Baged en a review of the antiviral repearch and develapment
pipeline, HHE science, medical and precurament experts now,
project that comtracte for new antivirale will likely be awarded
after full year appropriations are enacted for FY 2008. In
addition, based on HHS negotiatiens with companies currently in
progress, we expect to achieve favorable pricing, shelf-life and
other considerations for the govermment by accelerating cur
planned purchases of Rkelenza and Tamiflu., Thersfore, it is
likely we will use currently available appropriaticns to make
thege stockpile purchases over the next few weeks.

It remains critical that Congress appropriace the full 5870
millien requested for FY 2000 so we can carry out all the
actionm in our pandemic preparedness plan, including development
of new antiviral medicaticns. It would be shorb-sighted to rely
upen only the sedicatiens currently avallabla. We must be
prepared for a pandemie for today, and for the future.

Thank you for your support in preparing the nation teo conbat an
influenga pandemic, ’

Sincerely,

Question 11.: In his testimony, Dr. Vanderwagen stated that, “. . .gaps exist in
respiratory protection.” Please expand upon this statement. What are these
gaps? How would HHS like to see these gaps filled?

Response: HHS has done an assessment of the need for respiratory protection
devices based on Pandemic Severity 5 (PS-5) pandemic. Current and near-term
guidance documents and recommended practices were used as guides to assess the
need. This assessment covers the needs for all segments of the US population
(health care, public safety, business, and general public). Based on this assessment
the need for N95 respirators is 5.3 billion and surgical masks is 26.9 billion. An
evaluation was also done of the US market for these items and the surge capacity
of the US manufacturing base. The need exceeds the market numbers by about 10-
fold. HHS is currently working on strategies to address these gaps and the respon-
sibilities of government, health care, business, and the general public for specific
portions of the gap. While it is clear stockpiling and increasing domestic production
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will be part of any proposed solution, it is premature to give specifics to the solution
to be proposed.

Question 12.: In his testimony, Dr. Vanderwagen stated that, “. . .gaps. . .exist
in how we can make community mitigation even more effective potentially using the
expanded production capability in antivirals to perhaps use antivirals in a prophy-
lactic mode as opposed to a pure treatment mode. . .” Please provide more infor-
mation regarding the use of antivirals in a prophylactic (as opposed to
pure treatment) mode. Is HHS putting this forward as policy at this time?
Aside from using antivirals prophylactically, how else does HHS envision
making community mitigation even more effective?

Antiviral drug use will be an important component of a pandemic influenza re-
sponse. While current antiviral drug use strategies and stockpiled assets are tar-
geted primarily for treatment of persons with pandemic illness, expanded antiviral
drug production has allowed additional new strategies to be considered. In February
2007, the U.S. Government released community mitigation guidance for mitigating
the impact of a pandemic. This community mitigation strategy includes antiviral
medications for treatment of ill persons and if sufficient supply exists, for prophy-
laxis for household contacts of an ill person. Mathematical models of the potential
effects of community mitigation illustrate the additive effects that antiviral prophy-
laxis offers in reducing disease transmission.

An interagency working group, with representatives from State, local and tribal
public health agencies, considered scientific issues, ethics and values, and perspec-
tives of stakeholders in developing draft guidance on antiviral use strategies and
stockpiling. A draft guidance, which was developed by this working group led by
HHS and is under public review, provides guidance for the use of influenza antiviral
medications assuming that effective community mitigation measures will reduce
pandemic illness by one-half.

Draft guidance on antiviral use was based on goals of the U.S. national pandemic
response which are to slow the spread of pandemic disease, reduce impacts on
health, and minimize societal and economic disruption. The working group rec-
omrlnended the following strategies and settings for antiviral use to meet these
goals:

e Containing or suppressing initial pandemic outbreaks overseas and in the
U.S. with treatment and post-exposure prophylaxis (PEP) among individuals
identified as exposed to pandemic influenza and/or geographically targeted pro-
phylaxis for geographic areas where exposure is thought likely to occur;

e Reducing introduction of infection into the United States early in an influenza
pandemic by post-exposure prophylaxis of exposed travelers as part of a risk-
based policy at U.S. borders;

e Treatment of persons with pandemic illness who present for care early during
their illness and would benefit from such treatment;

o Prophylaxis of critical health care workers, emergency service personnel, and
workers with unique roles maintaining critical infrastructures for the duration
of community outbreaks;

o Post-exposure prophylaxis of household contacts of persons with influenza ill-
ness as a component of community mitigation; and

e Post-exposure prophylaxis of workers in the health care sector with limited
patient contact, of persons with compromised immune systems who are unable
to be protected by vaccination, and of persons living in closed settings such as
nursing homes and prisons if a pandemic outbreak occurs at that facility.

Antiviral drugs stockpiled by the Department of Defense and by some private sec-
tor businesses will protect military and critical support capabilities and employees,
respectively, and contribute to maintaining essential societal and economic infra-
structures. We recognize that shipment or use of antiviral medications for purposes
beyond those in the labeled indication, which may include use for prophylaxis rather
than treatment, would require consultation with the Food and Drug Administration,
and either an Investigative New Drug exemption or an Emergency Use Authoriza-
tion.

This draft guidance is based on consideration of scientific, behavioral, and
logistical issues, as well as societal values. Further discussions with stakeholders
and the public are underway as part of a transparent process and to move forward
in addressing implementation issues. Rapid implementation of these strategies dur-
ing a pandemic will pose substantial challenges. Planning should include defining
occupational target groups and developing approaches to ensure appropriate tar-
geted prescribing and dispensing of antiviral drugs for both treatment and post-ex-
posure prophylaxis. Periodic reassessment of antiviral drug guidance will be impor-
tant based on scientific and technological advances and surveillance for antiviral re-
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sistance. Strategies also need to be continuously reviewed as a pandemic occurs and
progresses to take into account the characteristics of the virus and epidemiology of
disease in regard to control measures.

Consistent implementation of the social distancing measures included in the Com-
munity Mitigation Guidance is important to produce reductions in disease
transmissionspwithin and among communities. HHS is working with public health
agencies in every State to incorporate community mitigation in their pandemic plan-
ning activities. It is also important that State planners are aware of any potential
adverse consequences due to these interventions and take actions to minimize the
negative impact of these strategies. To enhance individual and community adher-
ence to these community mitigation measures, HHS is providing guidance to State
planners to encourage continued work with the private sector, public health, edu-
cation, and community-based and faith-based organizations to address feasibility
concerns, develop clear and appropriate public messaging, and minimize any ad-
verse consequences associated with implementation.

In addition and complimentary to social distancing, another key countermeasure
among those used to mitigate an influenza pandemic in a community setting is the
usage of masks and respirators. In some workplaces, employers will not be able to
eliminate the risk of exposure to pandemic influenza for all employees and res-
pirators will be an important component of protecting these employees and allowing
them to perform essential work. Respirators are used to reduce an employee’s expo-
sure to airborne contaminants. Respirators are designed to fit the face and to pro-
vide a tight seal between the respirator’s edge and the face. A proper seal between
the user’s face and the respirator forces inhaled air to be pulled through the res-
pirator’s filter material and not through gaps between the face and respirator. Res-
pirators must be used in the context of a comprehensive respiratory protection pro-
gram, (see OSHA standard 29 CFR 1910.134, or www.osha.gov/SLTC/
respiratoryprotection [ index.html).

Question 13.: In his testimony, Dr. Vanderwagen stated that the engagement of
state and local governments, businesses, individuals and families “. . .in the gap
filling process needs to be active and needs to be present. We have started that proc-
ess here in the last couple of months, and have met with business interests, public
health interests, medical interests in Seattle, in Raleigh.” How have all of these
entities been engaged? What has been done to start this process? Please in-
clude, but do not limit, information regarding the activities in Seattle and
Raleigh.

The purpose of the meetings in Seattle and Raleigh was to present modeling ef-
forts we had undertaken to determine the requirements for certain types of material
during a pandemic. We discussed antivirals, face masks and N95 respirators, and
ventilators.u The participants included a broad range of stakeholders to include
emergency response, public health, health care and private sector. uWe discussed
the magnitude of the need and how the various stakeholders could work together
to fill the gaps. A consistent message from the stakeholders was that they are will-
ing to be active partners with the Federal government but more specific guidance
is needed. Since these initial meetings in Seattle and Raleigh, there have been sub-
sequent meetings with a broad range of stakeholders to continue the discussions
about shared responsibility for meeting the needs for antiviral medications as well
as masks and respirators. Specific guidance is being developed.

More broadly, HHS and other Federal agenciesurecognizeuthat the private sector
has an important role to play in preparing for, responding to, and recovering from
a pandemic. The private sector owns and operates over 85 percent of the critical in-
frastructure in the United States, and therefore represents an integral part of our
society because of the critical goods and services that it provides. Moreover, it touch-
es the majority of our population on a daily basis, through employer-employee or
vendor-customer relationships. For these reasons, it is essential that the U.S. pri-
vate sector be engaged in preparedness and response activities for a pandemic. In
the event of an influenza pandemic, businesses and other employers will play a key
role in protecting employees’ health and safety as well as limiting the negative im-
pact to the community, economy, and society.

Since November 2005, HHS has produced numerous tools for businesses of all
types and sizes to assist them in planning for a pandemic. Several checklists have
been produced that include information for businesses in general (Business Pan-
demic Influenza Planning Checklist), as well as Planning for U.S. Businesses with
Overseas Operations, Health Insurer Pandemic Influenza Planning Checklist, and
Travel Industry Pandemic Influenza Planning Checklist. State governments, local
governments, and thousands of businesses and employers in this country and world-
wide have used the checklists to improve their pandemic planning efforts. In coordi-
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nation with other Federal agencies, other tools for businesses have been developed
and distributed forpuse, including:
1. Guidance on Preparing Workplaces for an Influenza Pandemic: guidance and
recommendations on infection control in the workplace, including information
on engineering controls, work practices, and personal protective equipment,
such as respirators and surgical masks.
2. Guidance for Protecting Workers against Avian Flu: information for protecting
employees who may have been exposed to avian influenza.
3. Cover Your Cough: flyers and posters showing ways to reduce transmission
of respiratory illnesses.
4. Stopping the Spread of Germs at Work: basic precautions for protecting em-
ployee health.
5. Quick Cards for Employees to Protect Yourself from Avian Flu: general pre-
cautions and specific information for poultry employees, laboratory employees,
animal handlers, food handlers, and healthcare workers .
6. Pandemic Influenza Preparedness and Response Guidance for Healthcare
Vilforkers and Healthcare Employers: information and tools helpful to healthcare
planners.

Over the last year, HHS and other agencies have conducted an extensive outreach
effort to the private sector, particularly critical infrastructure businesses. In the last
year, more than 150 presentations, workshops, and fora have been conducted and
attended by thousands of key stakeholders from critical infrastructure entities (e.
g., healthcare operations, banking and finance entities, operations centers, retail op-
erations, transportation and trucking operations, supply warehousing operations,
grocery and food suppliers, and supply distributors) as well as businesses of all
types. These information sharing sessions have provided practical action-oriented in-
formation to identify essential functions and critical planning elements and to assist
businesses in protecting the health of employees and in maintaining continuity of
business operations during a pandemic.

In addition, the CDC Community Mitigation Guidance includes specific planning
recommendations for aligning business practices with public health protection inter-
ventions. The document provides clear steps an employer can take to potentially
slow the spread of pandemic influenza, help keep workplaces safe, and reduce the
number of people who become sick. All of these toolsplisted above are posted on
www.pandemicflu.gov.

Question 14.: In his testimony, Dr. Vanderwagen stated that “the last purchase
to fill out the 81 million treatment courses for [antiviral medications] will occur in
fiscal year 2008.” When exactly in fiscal year 2008 will this purchase be
made?

Due to business reasons including possibilities of price increases, VA and HHS/
BARDA renegotiated contracts with Roche for the purchase of Tamiflu® antiviral
drug for Federal and State pandemic antiviral drug stockpiles. Purchases of 12.6
million treatment courses of Tamiflu (Roche) and Relenza (GSK) for adults and chil-
dren are expected by HHS in November 2007 with delivery to the SNS by the end
of calendar year 2007 to reach the 50 million treatment course goal of influenza
antivirals for the federal pandemic stockpile.

Question 15.: How is HHS trying to bring its own grants (to the public
health, health care delivery, and other health-related communities) into
better alignment and the same time sequence? How is HHS trying to bring
its grants into the same time sequence as the DHS grants?

The Department of Homeland Security grants cycle is dependent upon when their
annual appropriations bill is signed into law, which causes variability in the date
that awards are released each year. However, DHS grant awards have historically
been released earlier in Federal Fiscal Year (FY) than the Department of Health
and Human Services (HHS) cooperative agreement awards, which have been re-
leased in late August or early September. HHS is currently exploring several op-
tions that will better align the HHS awards with the DHS grants, and enable States
to engage in better strategic planning across preparedness programs and among
emergency responders.

Question 16.: What is the reasoning for HHS disallowing the states to ro-
tate antivirals through their stockpiles? What plans does HHS have for
when the antivirals in the Federal and state stockpiles expire?

HHS has no role or policy in the rotation of influenza antiviral drug stocks in
State stockpiles. These matters are between the States and the manufacturers that
must be conducted in accordance with FDA guidelines. Since 1985 DoD with FDA
have practiced a Shelf Life Extension Program (SLEP) for large federal stockpiles
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of some pharmaceutical products including licensed influenza antiviral drug prod-
ucts, which are kept under strict environmentally controlled conditions and tested
continuously with validated testing procedures. FDA and DoD do not have the re-
sources or the legal authority to conduct a SLEP for State stockpiles. Alternatively,
HHS encourages the manufacturers of influenza antivirals to submit product sta-
bility data that support longer expiration dating. To that end, Roche submitted in
November 2007 data to FDA for consideration of 7 year expiration dating for
Tamiflu®, which is licensed currently for 5 years expiration.

Question 17.: How is HHS using real-world situations (such as this year’s
influenza season) to optimize its surveillance, health care delivery, and
other mechanisms to better prepare for pandemic influenza? What role do
programs—such as the National Immunization Program—play in greater-
than-normal activities designed to not just address seasonal influenza but
prepare for a pandemic?

CDC has approached planning for the 2007-2008 influenza season by utilizing
some of the paradigms originally developed for pandemic response. This season, in
anticipation of new “drift” strains circulating in the U.S., CDC leadership convened
a task force to enhance surveillance systems and explore contingency plans in the
event of a severe influenza season. This approach is using lessons learned and
methods from pandemic planning and exercises to address the following areas:

Enhanced surveillance

o Communications to State health departments to expedite reporting.

e Active solicitation of viral specimens from partner laboratories for moni-
toring of genetic drift in circulating strains.

e Pilot “super sentinel” sites established for daily reporting of outpatient
illness and testing.

e Vaccine effectiveness evaluation

e Literature review/analysis of scientific data from previous seasons with sub-
optimal vaccine match.

e Active dialogue with public health officials in partner countries and Depart-
ment of Defense on recent vaccine effectiveness analyses

e Collaboration with research partners to expedite vaccine effectiveness for up-
coming season on existing platforms.

o Strategies for use of countermeasures

o Performed assessment of supply and surge production capability of manufac-
turers of antiviral medications and rapid influenza test kits.

e Mitigation

e Working groups formed to develop strategies for community guidance and
health care system recommendations in the event of a severe influenza season.

e Immunization:

e Pilot test in progress with preparedness grantees to measure data collection
for vaccine administration in public clinics (the pilot test will be completed De-
cember 31, 2007).

e Promotion of novel State approaches to rapid and nontraditional vaccination
methods, e.g., drive-through vaccination.

e Health Communications

e Broadened annual flu communications to emphasize use of antiviral medica-
tions, respiratory hygiene, and infection control.

e Aggressive promotion of vaccination during National Influenza Vaccination
Week by CDC Director and subject matter experts through more than 50 media
interviews, popular and scientific publications, campaigns with industry part-
ners, “new media” avenues such as webinars and MySpace, and revised CDC
flu web site.

o Exercises

The Pandemic Influenza Cooperative Agreement for the 62 state, local, territorial,
and tribal nations requires grantees to develop and implement a program to assess
capabilities for non-pharmaceutical interventions, medical surge, and use of sea-
sonal influenza clinics to exercise mass prophylaxis capabilities. As administrator of
the cooperative agreement, CDC

e developed and distributed to grantees a tabletop exercise kit on school clo-
sures

e provided supplemental guidance on use of seasonal influenza clinics under
circumstances that approximate those expected during an influenza pandemic
e gathered and analyzed data from exercises

¢ is working with grantees to identify and address gaps in state and local pre-
paredness and response.
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Question 18.: Please describe the BioSense program. What is its role in
picking up on outbreaks, epidemics, and pandemics? How does/will
BioSense interact with the National Biosurveillance Integration System
(NBIS)?

Description of BioSense

BioSense is a national program intended to improve the nation’s capabilities for
conducting near real-time biosurveillance, further enabling health situational
awareness efforts through access to existing data from healthcare organizations
across the country. The primary objective is to expedite response coordination
among Federal, State, local public health and healthcare organizations by providing
each level of public health access to the same data, at the same time. Consequently,
if a bioterrorism event or a disease outbreak occurs, every level of public health will
be able to see healthcare data from their community in near real-time.

BioSense functionalities include:
e Line lists of data anomalies found by automated statistical testing to facili-
tate rapid screening for new outbreaks;
e Time series graphs to determine the likely importance of data anomalies and
monitor disease trends;
e Line lists and patient detail views to examine data at a granular level; and
interactive maps to display count data both over geographic area and time.

The Role of BioSense

BioSense provides the ability to assess the impact of an outbreak or other public
health event and the healthcare system’s ability to react to it. The role of BioSense
in providing health situational awareness supports public health efforts not only
during outbreaks, epidemics, and pandemics but in catastrophic events as well.

Examples of how BioSense is being utilized include:
o The recent California Wildfires—The Biolntelligence Center (BIC) provided
the California Commissioner of Health regular reports of BioSense data reflect-
ing the prevalence and trends of respiratory illnesses and burns in the areas
affected by the fires. California’s Commissioner of Health wrote a letter to Dr.
Gerberding highlighting the utility of BioSense and the reports provided.
e The Influenza Module—a new component of the BioSense application, dis-
plays relevant flu data from BioSense alongside traditional influenza surveil-
lance data sets from the Influenza Division at CDC. The success of the initial
prototype resulted in the program receiving a SAS Award and prompted a plan
to make the Influenza module scalable and accessible to local and State public
health departments. The Influenza Module data are presented in a variety of
formats, allowing simultaneous views of multiple data sources and facilitating
simpler comparisons. The Influenza Module will improve the ability of public
health officials at local, State, and national levels to monitor influenza activity
across the nation and in their State and to provide health situational awareness
of influenza. State public health officials, State influenza surveillance coordina-
torT, and CDC epidemiologists will be the first groups with access to the new
tool.
e Regular Flu Exercises—BioSense is used in these preparedness exercises
throughout the year. The after-action evaluations and summaries further in-
form the optimal role for BioSense in outbreaks, epidemics, and pandemics.
e Ongoing collaboration enhances communication between the BIC and local,
State, and Federal public health. Utilizing BioSense data, the BIC has commu-
nicated with public health regarding events such as:
e A norovirus outbreak at a DoD base in South Carolina
e An influenza outbreak at several hospitals in one region of Texas
e An influenza outbreak at several hospitals in one region of Missouri
e A rash outbreak at a single hospital in Ohio
e A possible outbreak of meningitis at a single hospital in Indiana
o Identifying a potential cholera outbreak and discovering there was a chol-
era drill at a single hospital in Illinois
e A respiratory outbreak at a DoD base in South Carolina.
In each of these collaborations, the local/State public health departments were ap-
preciative of the information and support. Potential future collaborations were dis-
cussed in each of these events.

Collaboration with DHS and NBIS

In collaboration with the Department of Homeland Security (DHS) and the Na-
tional Biosurveillance Integration System (NBIS), a BioSense Analyst from CDC has
begun a detail with DHS. This work will help build a bridge between the surveil-
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lance efforts of BioSense and NBIS and will define how the programs will work to-

gether in the future.
e Create summary reports of human health status by geographic region and
disease category. The format and frequency for these is considered under devel-
opment. The reports are both for information purposes and to provide substance
upon which to base the refinement of specification requirements for the NBIS
concept of operations as well as for other health indicator information sources.
e Serve as a human health domain expert for dialogue and interactions regard-
ing population health threat events of interest. This includes providing a social
network bridge for reaching back to other human resources and information
systems at CDC.
e Maintain a log of identified issues and requirements that are relevant to en-
hancing the surveillance collaboration between CDC and DHS/NBIS.
e Update and summarize a comprehensive needs assessment report at least
every two weeks to inform next steps in the refinement of the CDC/DHS bio-
surveillance interaction. Considerations will include emergency as well as non-
emergency situational awareness information needs, communications, organiza-
tional implications, and other relevant identified factors.

BioSense contributes to biosurveillance by providing jurisdiction-specific access to
data for users outside CDC; a consolidated and cross-jurisdictional national view of
data for Federal users; and daily monitoring and analysis.

e Users at various levels (local, State, and Federal public health, as well as in-
dividual facilities) have simultaneous access to several streams of surveillance
data, presented in a common user-friendly interface. The ability to simulta-
neously access several data types, including non-Federal hospitals and Federal
(VA and DoD) outpatient clinics, contributes to system utility.

e Federal users include staff from the CDC Division of Emergency Prepared-
ness and Response (DEPR), other CDC programs, and the Directors Emergency
Operations Center (DEOC).

BioSense data are analyzed at three levels of aggregation. Counts, aggregated by
week, are used to track longer-term trends in community levels of diseases, espe-
cially seasonal influenza and gastrointestinal disease, and to provide context for
other analyses.

The CDC Biolntelligence Center (BIC) provides a team of analysts who assist
users outside CDC, monitor data from a national and cross-jurisdictional viewpoint,
and support the DEOC in preparedness exercises. BIC staff answers questions and
provides assistance to users outside CDC to assist them in making best use of the
BioSense System. The staff examines the BioSense application each day, and per-
forms additional analyses for trends and statistical increases in disease indicators
of concern, paying special attention to diseases and geographic areas with known
outbreaks. Finally, BIC staff participate in BioSense application quality control and
enhancement efforts.

Question 19.: Aside from the potential of HSN1 to cause an influenza pandemic,
other strains may also be cause for concern. What other strains is HHS tracking
that it believes may also cause an influenza pandemic? Does HHS believe
H3N2 to be of particular concern over other strains? Is the CDC involved
in tracking the increasing prevalence and spread of H3N2? When did the
CDC begin tracking H3N2? If the CDC did not pick up on the spread of
H3N2 (particularly in Central and South America) on its own, who alerted
the CDC as to this threat?

The WHO collaborating laboratory at CDC tracks human and animal influenza
in humans, and USDA/SEPRL tracks in animals, especially birds. Among non-
human influenza strains, particular attention is being paid to the H7 and H9 avian
subtypes, because these both have been shown to cause infections in humans.

H3N2 is a human influenza virus that first appeared in 1968 with the pandemic
Hong Kong flu. This influenza virus subtype virus has been tracked annually glob-
ally by WHO and within the U.S by CDC since its emergence in 1968 and, along
with type A/HIN1 virus and type B influenza virus, is capable of causing seasonal
epidemics. For this reason, these three strains are monitored closely by the WHO
Global Influenza Surveillance Network in which the WHO Collaborating Center at
CDC plays a major role. The CDC regularly receives reports and viruses from Cen-
tral and South America as part of its ongoing surveillance efforts the results of
which are combined with other data collected globally to select the appropriate
strains to be included in the annual influenza vaccine.
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QUESTIONS FROM THE HONORABLE MICHAEL T. MCcCAUL, RANKING MEMBER
SUBCOMMITTEE ON EMERGING THREATS, CYBERSECURITY, AND SCIENCE

Question 20.: At the hearing you briefly discussed the current State of vaccine
production technology. Could please elaborate by answering the following
questions?

Key medical countermeasure goals of the HHS Pandemic Influenza Plan are to
establish national pre-pandemic influenza vaccine stockpiles for 20 million persons
in the critical workforce for administration at the onset of an influenza pandemic
and to provide pandemic influenza vaccine to every American within six months of
the isolation of a pandemic influenza virus strain. The first stage of the pandemic
medical countermeasure program involves investment during 2006-07 into the ex-
pansion of vaccine manufacturing capacity (egg- and cell-based), the advanced devel-
opment of new cell-based vaccines, antigen-sparing technologies, the establishment
and maintenance of pre-pandemic vaccine stockpiles, and vaccine manufacturing in-
frastructure building of existing domestic facilities to produce pandemic vaccines.
Building upon the foundation laid down during the initial stage activities is the sec-
ond stage of the pandemic medical countermeasure program to be implemented in
2008-09.

e In June 2007, HHS awarded $132.5 million to sanofi pasteur and
MedImmune for the retrofitting of existing domestic manufacturing facilities of
U.S.-licensed biologicals for pandemic influenza vaccine production to increase
domestic egg-based influenza vaccine production capacity and for warm base
manufacturing operations. Concept facility design plans were submitted in Sep-
tember 2007, and detailed facility design plans are expected in December 2007
by these two manufacturers. Later in FY08 a solicitation for proposals to build
and validate new domestic facilities for the manufacturing of cell-based influ-
enza vaccines is anticipated.

e In January 2007, HHS awarded three contracts totaling $132.5 million to
GlaxoSmithKline, Novartis, and IOMAI for the advanced development of H5N1
influenza vaccines using antigen-sparing techniques towards U.S. licensure and
expanded domestic vaccine manufacturing surge capacity. U.S. clinical trials
were initiated in Sept. 2007 for evaluation of the safety, immunogenicity, and
cross-reactivity of egg-based inactivated H5N1 vaccines using the companies’
proprietary adjuvants with the likelihood that U.S. licensure of one influenza
vaccine with adjuvant will be sought in 2008. Additional funding ($95 million)
may be needed for one company depending on the successful completion of
Phase 1 trials by the end of 2007.

e In May 2006, HHS added five contracts for over $1 billion to
GlaxoSmithKline, MedImmune, Novartis (formerly Chiron), Solvay, and
Dynport (with Baxter) to the cell-based influenza vaccine program that had
awarded sanofi pasteur a contract previously in April 2005 ($97.1 million) for
support of advanced development of cell-based influenza vaccines towards U.S.
licensure and expanded domestic vaccine manufacturing surge capacity. HHS
provided additional funding ($201.8 million) on Oct. 12, 2007 to the contract
with Dynport Vaccine Company, due to the Contractor’s high performance and
decision to utilize non-wild type pandemic influenza virus strains to manufac-
ture pandemic influenza vaccines. U.S. clinical studies (Phase 1 to 3) of cell-
based seasonal influenza vaccines began in the fall of 2007 for these manufac-
turers with the likelihood that U.S. licensure of two cell-based influenza vac-
cines will be sought in 2008. In July 2007 groundbreaking of a new cell-based
influenza vaccine manufacturing facility in North Carolina occurred by one of
these contracted manufacturers. An estimated $133 million funding may be
needed in FY08 for another manufacturer to conduct Phase 3 clinical studies.
These contracts are expected to enable domestic production of 240+million
courses of cell-based pandemic vaccine within six months of influenza pandemic
onset by 2011.

e HHS issued a Request for Proposals (RFP) on Oct. 19, 2007 for the advanced
development of next generation recombinant influenza vaccines towards U.S. li-
censure that may shorten the timeline for production and release of pandemic
influenza vaccine.

e Using HHS Strategic National Stockpile (SNS) funds, HHS awarded two con-
tracts totaling $164 million in Fall 2005 to purchase approximately 2.7 million
courses of H5N1 clade 1 bulk vaccine from sanofi pasteur and Novartis (for-
merly Chiron). With funding from the December 2005 supplemental, HHS
awarded three contracts for $207 million in November 2006 to procure 3.7 mil-
lion vaccine courses of H5N1 clade 1 and 2 bulk vaccine from sanofi pasteur,
Novartis, and GlaxoSmithKline. Recognizing that the H5N1 virus continues to
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evolve, this purchase included both clade 1 and clade 2 vaccine. The term
“clade” refers to the genetic variants (antigenic drift) of an influenza virus
strain. The first licensed H5N1 vaccine, which was developed and manufactured
by sanofi pasteur, was supported by HHS and was licensed by the FDA in April
2007. Additional task orders from these contracts were issued in August 2007
for the manufacturing of at least 5.6 million vaccine courses of H5N1 bulk vac-
cine at a cost of $415.8 million. These H5N1 vaccines, manufactured during the
fall of 2007, were matched against three circulating strains (subclade 2.1, 2.2
and 2.3) of H5N1 influenza viruses. As of October 30, 2007, HHS has obligated
$2.3 billionpout of the $3.2 billion allocated for pandemic vaccine-related activi-
ties. The total number of H5N1 vaccine courses in the national pre-pandemic
influenza vaccine stockpile will be 13 million by Dec. 2007

Question 21.: How quickly (once a flu strain is identified) can a vaccine
be manufactured based on current egg-based production methods?

The manufacturing production cycle for domestic egg- and cell-based inactivated
pandemic influenza vaccines is estimated at 20—23 weeks from the availability of
a pandemic influenza virus isolate to lot release and shipment of pandemic influ-
enza vaccine from manufacturers to points of distribution within States. Alter-
natively, the manufacturing production cycle of next generation recombinant pan-
demic influenza vaccines may be 5—12 weeks post pandemic onset; however, devel-
opment of these vaccines is further behind cell-based influenza vaccines and with
considerably less infrastructure, integration, and manufacturing capacity. HHS ex-
pects to award contracts in FY08 for advanced development of next generation re-
combinant influenza vaccines.

Question 22.: What is the status of faster, cell-based technology?

First we note that, although cell-based technology is likely to be preferable for a
variety of reasons, it has not yet been demonstrated that cell-based technology will
be able to generate equal or larger numbers of vaccine doses faster than egg-based
technologies.

In May 2006, HHS funded five contracts for over $1 billion to GlaxoSmithKline,
MedImmune, Novartis (formerly Chiron), Solvay, and Dynport (with Baxter) for the
cell-based influenza vaccine program that had awarded sanofi pasteur a contract
previously in Apr. 2005 ($97.1 million) for support of advanced development of cell-
based influenza vaccines towards U.S. licensure and expanded domestic vaccine
manufacturing surge capacity. HHS provided additional funding ($201.3 million) on
Oct. 12, 2007 to the contract with Dynport Vaccine Company, due to the Contrac-
tor’s high performance and decision to utilize non-wild type pandemic influenza
virus strains to manufacture pandemic influenza vaccines. Two Phase 3, one Phase
2, and one Phase 1 clinical studies in the U.S. using cell-based seasonal influenza
vaccines from four manufacturers began in the fall of 2007 for these manufacturers
with the likelihood that U.S. licensure of two cell-based influenza vaccines will be
in sought in 2008. In July 2007 groundbreaking of a new cell-based influenza vac-
cine manufacturing facility in North Carolina occurred by one of these contracted
manufacturers. These contracts are expected to enable domestic production of 240+
million courses of cell-based pandemic vaccine within six months of influenza pan-
demic onset by 2011. The total funding for advanced development of cell-based influ-
enza vaccine development reached $1.3 million during this reporting period.

We note that the manufacturing production cycle of next generation recombinant
pandemic influenza vaccines may eventually be accomplished in 5—12 weeks post
pandemic onset. However, development of these next generation vaccines is further
behind cell-based influenza vaccines and with considerably less infrastructure, inte-
gration, and manufacturing capacity. HHS expects to award contracts in FY08 for
advance development of next generation recombinant influenza vaccines.
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