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The Association of Immunization Managers (AIM) represents the 64 State, territorid and
local immunization programs designated by the Centers for Disease Control and
Prevention (CDC) to receive federd immunization grants. We gppreciate the opportunity
to review and comment on the Pandemic Influenza Response and Preparedness Plan.

AlIM commends the Department of Health and Human Services (DHHS) for its
leadership in the development of a comprehensve nationd pandemic influenza response
plan. We hope that the release of this plan will facilitate broader engagement and
enhanced preparedness in stakeholders and the public.

The plan outlines issues of critical importance to a successful pandemic influenza
response, but lacks spedificity in some areas. Of greatest concernto AIM isthelack of a
detailed plan for vaccine procurement and distribution and the lack of targeted priority
groups for use of vaccine and anti-vird drugslikdy to bein limited supply. We urge
DHHS to work with stakeholders to develop specific guidance inthese areasin order for
gates and local areasto effectively plan and prepare for a pandemic flu outbreak.
Role of government in the purchase and distribution of vaccine. Experience
has shown that the current system of influenza vaccine purchase and distribution
is not adequiate to effectively prioritize vaccine delivery to specific populations.
Federa purchase of vaccine and digtribution through the public sector will be
needed at leadt initidly to assure delivery of vaccine to targeted individuals.
Determination of priority groupsfor use of limited supplies of vaccineand
anti-viral drugs. A pandemic influenza outbregk will be anationa public hedlth
emergency. While states need some flexihility to determine specific providers of
essentid services, nationd leadership will be critica to maintain public order and
assure the efficient delivery of vaccine. National recommendations to prioritize
the limited quantities of vaccine should be developed through a consensus
process before the start of a pandemic. State and loca areas cannot effectively
prepare ddivery srategies without knowing who will be the focus of such



srategies. Nationd guidanceis aso needed to prioritize conditions for the use of
anti-vird drugs. Decisons as critical as these should not vary by locdlity.

This year’ s vaccine shortage has demongtrated the need for enhancements to our current
private sector purchase and distribution system in times of public hedth emergency. We
urge DHHS to work with stakeholders to address these issues in future versions of the
pandemic flu plan.

- Prioritization of early vaccine. Vaccineislikely to be manufactured in a
continuous process, with an expected quantity shipped weekly. Aswe have seen
in this shortage, it is not likely that there will be enough vaccine to target dl the
high risk populations, even with manufacturing output a a high capacity.
Priorities within the high risk populations should be determined ahead of time,
with vaccination expanding to more target groups as more vaccine becomes
avaladle.

Ability to assess supply and demand for vaccine. Thisyears vaccine shortage
has highlighted the difficulty thet public hedth officids face in trying to assess
where vaccine is within the community. State and local public hedth agencies are
gpending countless hours and staff resources calling, faxing and cgoling

providers into sharing information on their vaccine orders, deliveries and
digtribution plans. 1t would be extremdy helpful to have an agreement in place
with vaccine manufacturers and distributors to share vaccine ordering and
delivery information with public hedth officidsin atime of criss State and

loca public hedth agencies cannot effectively ensure equitable and targeted
ddivery of vaccinein atimdy fashion if they don’t have a good handle on where
the vaccine doses are being shipped.

Ability to rapidly acquire and distribute vaccine that may be availablein
other countries. If vaccineisavailable that has been licensed and approved for
use in other countries, there must be a mechanism for the federal government to
acquire it and fast track its approva for usein this country. Currently, we have
states negotiating with manufacturers in other countries to purchase vaccine, and
the federd government gtating thet if internationa vaccine is acquired it would
have to be distributed under complex Investigationa New Drug (IND) protocols.
The Food and Drug Adminigtration (FDA) should develop a plan to assure the
ongoing safety of foreign vaccine so that in times of crigsit can be imported
without alengthy approva process.

Price gouging. There should be a coordinated nationd effort to prevent and
punish price gouging in times of crigs or public hedth emergency.

Support for the manufacture of vaccine. The government needs to explore
production guarantees or other incentives for manufacturers to produce vaccine
for sdeinthe U.S. market. Reliance on a smdl number of manufacturers has put
usin adifficult pogtion.

Ensuring delivery of limited supplies of vaccineto the high risk. Vaccine
providers have been engaging in various dtrategies to target vaccine to the high
risk, including lotteries, emergency declarations, expanded clinics, targeted
providers, and apped s to the public. We recommend that evauations of these



drategies be conducted and that HHS use this information to work with
stakeholders to devel op guidance on strategies to target the high risk.
Communication. Intimes of vaccine shortage or other public hedth emergency,
itiscriticaly important that dl stakeholders be informed and aware of policy
decisons and recommendations. Clear, succinct, and frequent written
communication from the Centers for Disease Control and Prevention and/or the
HHS will reduce confusion in the fidd and keep dl stakeholders on the same
page.

AIM would aso like to share some of the experience of state and loca immunization
programs during the implemertation of the recent smalpox vaccination program
Lessonslearned in the aress of data management, liability and injury compensation can
be applled to pandemic flu preparedness and response.
Information and data systems. Complex information systems and paperwork
can be barriersto vaccination. Consent forms and education material should be as
sample aspossible. Data collection plans should utilize exiging systems when
possible. Data elementsto be collected (name, age, etc.) should be developed and
agreed to ahead of time so that states can  be adequately prepared.
Liability and injury compensation. Thefedera government must provide
ligbility protections for those manufacturing and administering the vaccine and
compensation to those adversaly affected by the vaccine. These protections must
be clearly articulated before vaccination begins.

Again, thank you for the opportunity to provide input to the nationa pandemic flu
response plan. We look forward to continuing to work with you to improve the plan and
enhance the country’ s preparedness for a potentia nationa public heath emergency
involving widespread outbresk of flu.

Sincerdly,

Claire Hannan, MPH
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