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Introduction
On June 1616, 2010, the National
Association of County and City Health
Officials (NACCHO) convened 14 public
health professionais St. PaulMN) for a
1.5dayThink Tankmeeting to discuss the
role of local health departments (LHDs) in
influenzaantiviral use and distributioliSee
Appendix A for a listing of meeting
participants.)The meeting was supported by
an unrestrictegrant to NACCHO from
Gilead Pharmaceutical¥he purpose of the
Think Tankmeeting was tstrengthen the role
of LHDs in managing the public health use
and distribution of antivirals during influenza
throughthe following

1 Validating currentLHD perspectives,
knowledge, and geriences around
antivirals,andattitudes and practices
for influenza treatment and
prophylaxis
Developing a shared vision for the
optimal roles and expectations of
LHDs in guiding and managing
antiviral use and distributiorand
Identifying actions totsengthen the
role of LHDs in guiding and managing
antiviral use and distribution.

Think Tankmemberswho representestate
health department (SHD), LHRcademic
Centers for Disease Control and Prevention
(CDC), pharmacyand medical provider
perspectres, were selected based on their
interest, engagement, and experience in
managing antivirals. During the meeting,
Think Tankmembers described the landscape
of antiviral use and planning pritco HIN1
influenza and how H1N1 experiencggh
antivirals reealed challenges, successes, and
gaps in pandemic influenza plans.

The experiences and issues discussed were
categorized under the following themes:

Planning versuseality;
Strategy/ationalebehindantiviral use
and dstribution;

Logistics of antivirause and
distributiory and

Public and privatesector gnamics

= —A

]

In this report fdistributioro refers to the
transpot and deliveryof antivirals to facilities
or licensed practitioners authorized to
dispense medications to individuals.
fiDispensé refersto the administration of
antivirals directly to individuals for treatment
or preventionfiUsed refers to both the
necessary processes to and the purposes for
(i.e., treatment, prevention) antiviral
dispensingThis report describethe

discussion themesdescribegotential roles

for and needs of LHD& managing antivirals
andidentifies action®NACCHO and other
partners can take to help strengthen the LHD
rolein guiding and managing antiviral use and
distribution.

Background

While annual vaccination is the most effective
strategy for preventing influenza, antivirals
can be used as an adjunct for influenza
treatment and preventioRour antiviral drugs
areapproved for usagainst influenzan the
United Statesoseltamivir, zaamivir,
amantadine, and rimantadine; however,
resistance to these drugs has emerged since
2005. CDC recommeabnly oseltamivir and
zanamivirfor the 2009 pandemic influenza A
(HIN1) virus?

From 20052008, states received funding for
pandemic influenza preparedness, which
included developing and exercising plans for
distributing and dispensing antivirals and
vaccines. In 2008, the Office of Inspector
General (OIG) evaluatelD select local health
jurisdictions and the extent to which they were
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prepared to distribute and dispense antivirals
during an influenza pandemic. Findings
revealed varying levels and gaps in vaccine
and antiviral preparedness among the local
health jurisdictions evaluatéd.

NACCHO hasconductedseveral activities
aimedat strengthemg the role ofLHDs in
managing the public health use and
distribution of antivirals during influenza. In
2008, NACCHO funded two demonstration
site® the City ofMilwaukee(WI) Health
Departmenandthe PublicHealth Regional

Web-based antiviral educational and
planning toolkit for providers and
other prescribersand

Survey tools and findings

T

T

From the demonstration proje®ddACCHO
learned thergvas a need to better elucidate the
existing and potential res of LHDs around
antiviral use and distribution. LHDs clearly
have a role in coordinating, distributirand
managingantivirals.They also have a role in
implementing public health measuresch as
community mitigationto decrease disease

Surveillance Team 6, in collaboration with the transmissiorand spreadsurther discussion on

Buncombe CountyNC) Health Cented to
exercise antiviral preparedness plans and
survey providers and prescribers on various
antiviral issues.

The objectives of the demonstration site
projectwerethe following
1 To increasd.HD readiness for
implementing plans for the mass
distribution of antiviral medication

the bestuseof antivirals and clarification on
the extent to which LHDs can and should
guidetheirdistribution, disperetion and
appropriate usshould occurLHD lessons
learned during the 2009 H1N1 influenza
pandemiaesponse may help to inform better
strategies for using antivirals and define the
roles of LHDs in implementing tse
strategies

under a pandemic influenza event; andProcess

To increaseinderstanithg of the
knowledge, attitude, and practices of
providers and prescribeos antiviral
prescription and use (both for
treatmentand prophylaxisduring the

TheThink Tankmeeting was preceded by a
focus group NACCHO convened at the Public
Health Preparedness Summit on FEh

2010 to inform the development of the Think
Tank agendaSimilar to theThink Tank

2007 2008 influenza season comparedmembers, the 13 focus group participants

to a pandemic influenza event.

Productgroduced byhe demonstration sites
includedthe following

1 After-action reports detailinggssons
learned and areas for inguement
following the exercises;
Tools for conducting flitscale and
tabletop exercises;
Procedures and supporting forms for
implementing mass antiviral
distribution plans
Templates for documenting antiviral
distributionand disperegtion

representedcademic, SHD, LHDand
medical provider perspectives. CDC did not
participate in the focugroup. Thefocus
grouphad the followingpbjectives:

1 To increase the understanding of the
major public health issues related to
antiviral use and distribution;

To increase the awareness of antiviral
use and distribution challenges and
opportunities faced by LHDs and
strategiesised to address these
circumstances during HIN1 influenza;
and

To develop consensus on critical issues
for LHDs to address to guide and



improve the public health use of were spread widely across time and by

antivirals during influenza. geography.

1 While LHDs had preparedness plans
NACCHO shared a report of antiviral that autlined strategies for receiving,
experiences anthemes captured from the storing, distributing, dispensing, and
focus groupwith Think Tank participants tracking antivirals, plans often lacked
prior to ther meeting.Background the level of detall, infrastructure, and
presentations at thEhink Tank included1) formalized agreements required to
the basic science and use of antiviré2g; implementthose strategies.
CDCo6s antiviral suppl yq Seneatatdadndlidtal plahdicdntained
experience deploying tHatrategicNational strategies that could not be realistically
Stockpile (SNS)during HIN1; and3) or appropriately implemented. For
NACCHOOGs activities to a&xhehgleesdriie prs fadtored hogpitalsu s e
and distribution. The background into allocation decisions; however,
presentations and focus group report provided some local jurisdictiondid not have
a common platform for discussion and a hospitals and were not accounted for in
baseline of antiviral issues from whighink the allocation.
Tankmembers validated and expanded upon  q | HDs receivel SNS antivirals without
during the meetingSee Appendix B for the forewarning omuch guidance from
Think Tank meeting agenda.) the state on when or how to usem

Likewise, bcal plans did not contain
Themes clear guidance oasingantivirals.This
Four main themes emerged from tenk lack of guidance made it difficult for
Tankdi scussion; however, pHDE GlefoPlocal policies that
experiences, successes, and challenges often comprehensivelpndadequately
cut acpss multiple themes. The following addressed the antiviral needs in their
sectionssummarize the Thinkdank communitiesn a timely manner
discussios as they relate to specific issues 1 LHDs that lacked scientific expertise
within each theme and represent a small on antiviralsfoundit especially
snapshot of local experiences, successes, and challenging tokeep up with the
Cha”enges with antivirals during HIN1. Changing information on antivira|s
_ assess actual availability, and balance

Planning Versus Reality political will and demand with true
Gaps in antiviral planning need and resistance concerns.

1 SNS distribution and dispensing plans
were focused on acts of terrorism or - Severe pandemic versus HIN1 influenza

large:scale natural disasters and 1 Pandemic influenza preparedness plans
assumed that there would be a need for weremodeled after the severe 1918
mass dispensing of SNS assets in influenza pandemic. As such, antiviral
localized areas. The focus for the planning assumegl) mass distribution
HIN1 response was controlled and disperiag; (2) prioritization of
dispensingUsing traditional SNS first responders; an@) availability of
mass dispensing plans did not align funds through the Stafford Act for

with the actual antiviral demands implementing antiviradlistribution and
during HIN1, which fluctuated with dispensingneasures. Because illness
commercial antiviral availability and from H1N1 influenza was generally
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more mild than anticipated, these
assumptions did not apply.

As CDC antiviraluseguidance
evolved to reflect the epidemiology
and practices during HIN1, LHDs
found it challengagto similarly

modify their plans and communicate
these changes to stakeholders. LHDs
had difficulty explaining to first
responders why national guidance no
longer prioritized them over other
groups for antiviral treatment.
Theavailability and priority ofunds
toward vaccination left LHDs with
limited capacity to focus on antivirals.

Clinical guidance versussagepolicy

Think Tankmembers agreed that there
was a difference between clinical
antiviral guidance andsagepolicy.
Clinical antiviralguidancegocuses on
considerations fotheindividual

patient, whiledrugusagepolicy
considersommunitybased
circumstancesnd takes into account
issues related tdrugsupply.

CDC antiviral guidance evolved

during the outbrak and primarily
focused on clinical considerations. It
was not always clear how the guidance
should be implemented, particularly in

state did not support use of antivirals
for prophylaxis, it was left up to the
LHD to decide how to usiés supply.
Through a memorandum of
understandingMOU) with the state,
the LHD was granted the authority to
use the antivirals as needed, &nd
provided enough doses to prophylax
the entire base for two weeks. Only
nine of the approximatelys essential
bas personnel became sick.

Antiviral prescribing practices and use
varied tremendously, as did LHD
abilities to guide those practices. Some
providers waited for diagnostic test
results before prescribing antivirals,
while others prescribed more liberally.
In addition,somecommunity settings
(e.g, hospitals, schools, and camps)
reporedly received antiviral
prophylaxis afteunconfirmed
exposure. While LHDs that dispensed
SNSor statepurchasedtockpiles of
antivirals had more oversight over how
they shoull be used, these supplies
were not always used according to
recommendations. LHDs had little or
no control over how healthcare
providersusedthe commercial supply
of antivirals.

local outbreaks where there was a highStrategy/Rationalebehind Antiviral Use

demand for antivirals for both
treatment and prophylaxis.

In many cases, LHDs defed to the
CDC guidance for antiviral use.
However,in one situation,@LHD
coordinated with a military base to
provide prophylaxis to a group of
essential base personnel. Nine essential
base personnel test@ositive for

H1N1 during the gring 2009H1N1
outbreak. The base had only 10
courses of antivirals available, so base
staff contacted the LHD to requesfi85
100 courses of osteltamivir. While the

and Distribution
Triggers for SN3elease
1 Planning efforts assumed that state

purchased antiviral stockpiles would
begin to be used at onset of a declared
pandemic and SNS would push
federally procured assets to replenish
state supplies. However, during the
2009 H1IN1 influenza pandemic, SN
antivirals were releasdzkforestate
caches of produsterebeing used.

This caused confusion among states
and LHDs, because they had no clear
guidance on the triggers for using SNS



or state supply. As indicated above, the led to uncertainty on hotlexible
CDC antiviral guidance was Igely LHDs could be in usingntiviral
clinical and did not sufficiently address cachedor prevention.
the gaps regardingsage

Antiviral recipients

Treatment versus prophylaxis 1 Insome case§HDs and LHDs

1 TheCDC modifiedits antiviral partnered with private companies to
guidance to reduce emphasis on identify critical infrastructure/key
prophylaxis ast learned more about resource (CI/KR) personneiho
the clinical presentation of disease, would beprioritized to receive
availability ofthe commercial supply, antiviralsduring a pandemjdut it
and how clinicians were prescribing was not always clear who qualified as
antivirals. However, these reasons CI/KR personnel. Someompanies
were not clearly communicated to required lists of priority personnel at
stakeholders responsible for each location, in case rationing became
implementing the guidance, which led necessary.
to mixed messages and confusion over  § Overall, Think Tankmembers agreed
what the actual guidanceas. t hat CDC6s system for

1 Neither stakeholders nor the public antivirals to states was speedy and
wasclear about what circumstances, effective. Problems occurred at the
beyond those outlined in the CDC local level, where there was less
antiviral guidance, warranted the use guidance regarding whidacilities
of antivirals for prevention. should distribute and dispense the

1 Think Tank members discussed drugs.Becausehe SNS supply was
whether LHDs could, would, or should reserved for treatmerthe suppy
be involvedin mass prophylaxis often bypassed theHDs and went
during future influenza pandemics. directly to treatment facilities or
While there was no consensusif or pharmacies.
how antivirals should be used for
prevention, Think Tank members Logistics of Antiviral Use and Distribution

agreed that strategies for use and the Antiviral availability and visibility
points of dispensing would likely vary 1 LHDs lacked visibility of the

based on the severibf a pandemic. commercial antiviral suppland the

1 In some localities, first responders SNS antiviral supplyhat was
demaned prophylaxis, even though distributed directly tahe state level
they had not been exposed. One school This hindered LHDs from accurately
wanted the entire football team to determining the availability of
receive prophylaxis. antivirals in their jurisdiction. As a

{1 LHDs generally deferred to the CDC result LHDs found it difficult to
antiviral guidancewhichfocused on determine modify, and communicate
treatmentThis was in part due to distribution strategies to stakeholders
uncertainty of antiviral supplies and and the publicTemporary pot
potential resistance. shortagegshortages of 2486 hours at

T While the CDCclinical guidance the retail pharmacy levedf
providedsomedirectionon commercially available antiviral drugs
prophylaxis Jack ofusageguidance occurred in various jurisdictions,



particularly in rural areas, but LHDs
were unable t@inpointspecificallyif
thisweredue to an increase in the
number of prescriptions being filled =~ Communication to the public and other
due to disease, home stockpiling, or  stakeholders

lack of supply 1 During the pademic, CDC

pharmacies complied with tracking
and reporting requiremest

In absence of clear triggers for the
release of SN&nd state procured
antiviralsatthe sta¢ and local level,
LHDs could not predict the loAgrm
availability of antivirals as the
pandemic progressed. In some local
jurisdictions, antivirals were
distributed directly from the state to
dispensing sites (e,dospitals,
pharmacies) or other digiutors and
LHDs did not know the location or
guantity of antivirals in their
jurisdiction.

Antivirals were not always prescribed
according to recommendations. In
addition, there was limited tracking of
people who had antiviral prescriptions
filled. As aresult, LHDsfound it
difficult to determine whaoeceived
antiviralsand the reasons why

While LHDs that dispensed SN
stateprocuredantivirals had more
oversight over how they should be
used, these supplies weaksonot
always used according to
recommendations. LHDs had little or
no control over how healthcare
providersusedthe commercial supply
of antivirals and could not easily
change the culture of provider
practices around antivirals.

Public Health Emergency
Preparedness (PHER)dsdid not
requirestates to document distribution
or dispenig of product.

In some cases, privatector
pharmacies helped to dispense
antivirals. However, LHD$ound it
more difficultto ensure that these

communicated changesdiinical
guidance and messaging to the public
and stakeholders but did not clearly
explain the rationale behind these
changes.

During H1INL, LHDs neededb
communicate how antivirals should be
used, where antivirals were available,
and what groups were prioritized to
receive them. Thigformationwas
both difficult to obtain from the SHD
andcommunicatewvith the public,
which led to delays in messagiagd
hindered the ability of LHDs to
respond tdhe situation early.

The perception by sonpeopleof the
H1N1 pandemic as a mild event also
made effective communication
difficult. For instancel.HDs found it
difficult to communicate what steps
individuals and providers should take
when many people did not realize
there was cause for conce@®ne LHD

surveyed its countyos

about the severity of disease and found
the findings helpful in tailoring puic
communicationsln addition, attention
toward H1IN1 was focused on school
closures in the spring and vaccination
in the fall. Think Tank members
emphasized that communic®g the
impactof HIN1 to the publievas
important Even though the virus was
notsevere, many local hospitals
exceeded their surge capacity and were
overwhelmed by the numbers of
people who presented with influerza
like iliness.

Confusion over who had the authority
to communicate antiviral guidance and
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availability led to mixed messag and
confusion to the public about where
go for antivirals.

Communication was especially
difficult in jurisdictions where
providers and other antiviral
prescribers did not perceive the LHD
as the opinion leader for clinical
guidance in the community.

Some LHDdiscussed antiviral issues
with providers prior to H1IN1, which
seemed to facilitate Hirectional
communication between LHDs and
providers.

Communicating messages to
providers, healthcare facilities, and
other dispensing sites was more
difficult within jurisdictions where
LHDs did not have close relationships
with these stakeholderi some
jurisdictions, messages needed to come
from someone with a medical degree
in order to get the attention of medical
practitioners.

Recognizing that medicargviders
werewell connectedo those in their
field, some LHDs relied on large
medical groups and local prider
societies to communicateith the
healthcare sector.

Coordinaing messages across multiple
local jurisdictionswvas both critical and
difficult. OneThink Tankmember

noted that multiple LHDsftenwork
within the samenedia markeand
emphasizedhe need for
communicating consistent messages
across jurisdictional boundaries
SomeThink Tankmembers cited good
overallcommunication between state
and LHDsbut mentioned a lack of
leadership in communication around
antiviral distribution and dispeimg).
Members also indicated that
messaging from the state was slow at
times. For example, one state set up an

influenza hotline, but it was not staffed
immediately.

Storage, distribution, and dispeng
1 Strategies and procedures for storage,

distribution, and dispensing varied by
state and locality.

Some states had purchased and
stockpiled antivirals prior to HIN1
while others did not. Some LHDs pre
positioned doses for hospitals and
emergency medical services. In one
jurisdiction, these assets could be used
only for treatment.

Some states pushed SNS antivirals
towardLHDs. LHDs responsible for
distributing antivials within their state
faced substantial administrative
burdensOne state distributed
antivirals to 88 counties to supply
community providers and federally
qualified health centers (FQHCSs). For
smaller LHDs that did not have the
capacity to receive andose large
guantities of antivirals for their
community providers, the state
distributed to large pharmacies and big
box stores instead.

Some LHDs required hospital medical
directors and other providers to sign a
declarationndicatingthey would

follow prescribing guidelines
established by the local health officer
and complete an order form before
they could receive antivirals from the
county stockpile(See Appendix C for
state and local antiviral distribution
and dispensing resources.)

Some LHDs set up tines for
providers and the public to share
information and manage antiviral
distribution and dispeirgg. One LHD
developed a webpage for providers.
Oncean LHD received a shipmermif
antivirals it sent antivirals to FQHCs



and sexually transmitted dissa(STD)
clinics with whom they had contracts.
One state had an effective regional,
multi-agency coordination system for
dispensing antivirals. When the initial
SNS antivirals were released in the
spring, the SHD convened nine LHDs
to determine how thesessets would

be allocatedndstored and how policy
on use could be communicated. The
state established a hotline staffed by
providers who triaged people and
helped determine whether these callers
should receive antivirals. One LHD
withouta pharmacist on staff activated
its tuberculosis (TB) clinic to dispense
antivirals and meet the sudden demand
of antivirals prescribed via the hotline.
(See Appendix C for state and local
antiviral distribution and dispensing
resources.)

Another LHDwithouta pharmacist on
staff could not dispense antivirals.

under/unrinsured populations.
Barriers to access included lack of a
medical home, spot shortages
especially among rural areas, and
unclear or mixed messages from health
departments and providers.

One state prplaced antivirals in
pharmacies that agreéal store them.
The state found thaisinglocal
pharmacies helped to reach various
populations but also recognized that
some local jurisdictiondid not have
their own pharmacies and faced
challenges with finding a way to
dispense antivirals.

One Think |ank member indicated
that while establishing mechanisms
for accessing antiviralwasimportant,
doing sodid not adequately address
the socioeconomic and cultural
inequities that prevent certain
populations from obtaining antivirals.

Instead, the LHD delivered antivirals Public and Private Sector Dynamics

to pharmacies as they received
prescriptions.

Due toalack of distribution and
dispensing guidance and procedures,
LHDs experienced delays in
distributing antivrals to providers,
healthcare centers, and other
community stakeholders. By the time
LHDs were ready to distribute, the
demand for antivirals had decreased.
As a result, LHDs were left with a
surplus of antivirals and little or no
capacity for longterm gorage.

In some states, LHDs were able to
return their unused supply back to the
state.

Access
1 Difficulty distributing antivirals to

dispensers also led to challenges in
ensuring access for the public,
particularly for the vulnerabland

Public versus commercial antiviral supply
1 Manufacturers shipped commercial

antivirals to distributors who, in turn,
distributed to local retailer§he CDC
had a supply chain dashboard designed
to track the availability of the
commercialantiviral supplyRoughly
100 percentof manufacturers, 90
percentof distributors and 30percent

of retailers provided data about
commercial antiviral supplies. The
dashboard was designed to inform the
release of SNS antivirals based on
supply and demanlends seen in the
commercial marketplace. However,
challenges with the dashboard (i.e.,
minor supply fluctuations at small
retailers caused artificial shortage
signals) made it difficult to get an
accurate sense of commercial antiviral
availability at tke local level. Rather,
the information provided a picture of
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nationatlevel aggregate information
on supply. In addition, LHDs did not
have direct access to the dashboard
and had to rely on the statetbe CDC
for the information.

Distribution of commerall antivirals
seemed to favor areas that were more
populated and served by retail
pharmacies. This led to perceptions
that distribution of commercial
antiviralswas inequitable

Limited knowledge about the
availability of the commercial antiviral
supply male it difficult for LHDs to
decide how to position and distribute
SNS and statpurchased antivirals.
Making decisions around antiviral use
and distribution was challenging
because states had varying amounts of
SNS, statgpurchased, and commercial
antivirals. Guidance on the use of these
antivirals differed as well. LHDs
required providers and other
stakeholders to report on SNS and
statepurchased antivirals and had
more authority to outline the uses and
processes for using antivirals but had
littteornocont r ol over
prescribing practices.

In some localities, participants were
required to deplete their locally
purchased antivirals before they could
use the SNS supply.

Stakeholder roles
1 SomeThink Tank memberbelieved

thatLHDs shouldhave a role in
managing the logistiosf antiviral
distribution and dispeirsg but should
not havearole in determining how
antivirals are used.

The strength and
roles, especially with antivirals, varied
by jurisdiction.Some jurisditionshad
no clear medical opinion leader.
Privatesector and other community

providers viewed the LHD primarily as
the safety net for vulnerable and
under/un-served populations, so did
not look to public health for
information and guidance. In other
jurisdictions, LHDs had medical
practitioners and subject matter
expertise on stafind as a result, those
LHDs were seen as the opinion leader
in their communities and could provide
more guidancen antiviral use and
distribution.In one jurisdiction, the
LHD set local antiviral policy without
much interaction with the state health
officer. In this jurisdiction, community
providers would pay attention to
informationonly if it came from the
local health officer.

One LHD had strong epidemiology
staffmembersand relied on them to do
a great deal of oren-one education
with medical providers.

In some cases, states were merely a
passthrough entity for antivirals and
left the decisiorup to LHDs to provide
technical assistance.

1 One state struggled with the eabf
p r o WHDslas medigine distributors because

it was concerned about overwhelming
LHDs that were simultaneously
balancing other priorities and demands
related to HIN1.

Think Tankmembers discussed the
role of pharmacies in managing and
dispensing antiviral€Opinions

differed on whether LHDs or
pharmacies should act as the local hub
for SNS antivirals. In contrast to
medical or public health providers,
pharmacies offer patients the added
benefits of easier access, better

v i s ipieximity, ang exterided haym. g fgs

regponsibility could vary according to
geographic area, since some
communities do not have easy access
to pharmacies and other communities
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have large chain pharmacies with for and process of distributing or

greater resources, more storage dispensing SNS antivirals.
capacity, and a greater reach than the 1 One LHD had close relationships with
LHD. the hospitals, FQHCs, and schools in

1 One local parmacy agreed to supply its jurisdiction butwasnot as engaged
the underun-insured with SNS with smaller community providers.
antivirals and useiis AIDS drug The LHD worked with hospital
assistance mechanisms to dispense infection control practitioners to
antivirals. disseminate antiviral information but

1 There was uncertainty in the role of the indicated that turnover in medical staff
Department of Defense versus LHDs and preserving the continuity of
in providing antivirals to military relationshipavere challengs
dependerst residing off base. 1 Another LHD had aobust local health

1 Think Tank members discussed the network that enabled it to develop a
role of state governors in establishing close relationship with many smaller
emergency declarations and indicated clinics not affiliated with health plans,
the importance of getting tegoown as well as with FQHCs and the
attention and support from state childrends hospital
officials to facilitate local antiviral 1 One Think Tank member remarked
management. Hower, Think Tank that maintaining relationshi@snong
members also acknowledged that public healthmedicalproviders,and
political will and opinions around LHDs is an essential but disappearing
antivirals did not always align with art.
clinical guidance or considerations for 1 Other beneficial partnerships that
bestuse This made it difficult for Think Tank members established
LHDs, especially those with limited included hospital councils,
authority or subject magr expertise, to obstetricians/gynecologists, and the
push back on political demands. local Air Force base.

1 In general, Think Tank members 1 Maintaining partnersps outside of the
emphasized the need to include all pandemiaovascritical; howeverdoing
appropriate partners into planning so without time, staffing capacity, or a
prior to the event. shared interesvas difficult

1 In some jurisdictions, antiviral
Partnerships planning and communication among

1 The strength of LHD partnerships with LHDs, medicalproviders, and other
the statevaried by geography artgpe stakeholders was disconmed. This
of governance of the health was due to both the complexity in
departments. planning and communication around

1 LHDs that were engaged in state antivirals and a failure to include
planning early on and had community privatesector partners, particularly
partnerships were able to coordinate pharmacies, when preparedness plans
more easilyantiviral distribution, were being developed.
dispensing, and communication T I'n I'ight of pharmaci es
efforts. Strong partnerships enabled the federal HIN1 influenza
LHDs to assess the antiviral needs of vaccination campaign, there was
their partners and determittee need substantial discussion on partnering
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with pharmacies in antiviral
dispensingThe ability to partner with
pharmacies differed betwegype of
jurisdiction (urban versus rurphnd
what pharmacies existed in those
areas.

Many Think Tank members had
limited interactions with their local
pharmacies but agreed to the potential
value of partnering with them.

Retail pharmacies were willing to
partner withLHDs but needed clarity
andconsistency on policiesoncerning
the following

1. Documentatiod Each state
had different tracking
procedures for tracking
antiviral dispenation Proving
a patientos
antivirals and tracking
dispensing of SNS versus
commercialntivirals was
difficult and time consuming
for pharmacists.

2. Distributionrd Some states
wanted the chain pharmacy
distributors to deliver state
antivirals to their retail
locations, which was costly for
the retail pharmacies. This
distribution also led to eess
inventory and storage problems
for pharmacies.

3. Return Process Retail
pharmacies were expected to
pay for returning unused
antivirals, which was also
costly for the pharmacies.

4. Reimbursemeid Many
pharmacies were expecttx
dispense antivirals without
being reimbursed for staffing
and administrative costs. Some
pharmacy chains indicated that
they would not serve in this
role again without advance

el i gi hléclinédt y

planning andlarified
reimbursement policies.

1 Think Tank participants recognide
federal efforts to engage chain
pharmacies but also emphasized that
engagng smaller pharmaciesas
importantso that guidance and policy
could be realistically implemented at
the local level.

 One LHD had an outbreak on a
military base in its jurisdictio, but the
closest pharmacies that could have
helped were not big chain pharmacies.
Smaller pharmacies did not have first
access to products.

1 One LHD involved pharmacies early
and asked if they wanted pre
placement of antiviraldut they

for SNS

Role d Local Health Departments

Think Tank participants identified the
following essential roles for LHDs around
antiviral use and distribution:

1 Work with SHDs and other partners to
develop an actionable plan for
distributing antivirals. These plans
should inclide clear guidance and
responsibilities for LHDsvith respect
to the following

1. Assessing antiviral needs of
community healthcare
providers;

2. Assuring the availability of
antivirals in their jurisdiction;

3. Requesting antivirals from the
state; and

4. Localdecisionmaking and
establishing priorities for and
patterns of antiviral distribution
and disperation;

1 Champion and establish partnerships
(particularly with FQHCs,
pharmacists, and healthcare providers)
in order to develop and practice plans
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and ensur¢hat they can be
implemented

Lead and coordinatantiviral decisions
and timely communications in their
jurisdictions.

Educate healthcare providers on the
appropriate clinical use of antivirals,
including considerations for treatment
versus prevention ohfluenza and
antiviral resistance

Educate local communities on where
citizens can get antivirals during a
pandemi¢and

Ensure health equity and access to
antivirals, especially for undéun-
served, higkrisk, and other vulnerable
populations.

Needs ofLocal Health Departments
The overarching need that Think Tank
members identified was having clear
leadership and transparency from the state on
antiviral use and distribution with the
authority and flexibility to manage antiviral
distribution and dispeasionaccording to
local circumstances.

Additional needs includethe following
Inclusion into CDC and state planning Recommendations for Stakeholders
NACCHO convened the Think Tank meeting
Better federal and state communicatiorfo analyze the lessons learned during the
H1N1 influenza pandemic and to advocate for
changes that will build public health
infrastructure and alloywublic health
practitionerdo respod betterto future crises,
paricularly around influenza. To that end,
Think Tank members identified the following
potential actions NACCHO and other
stakeholders, including LHDs, could
champion:

il
il

T

T

processeswhere appropriate;

of the rationale and explanations
behind changes to antiviral gaidce;
Comprehensive and retine
awareness of where antivirals are
distributed within a jurisdiction;
Adequate surveillance to identify
illness patterns and where antiviral
resources are needed;

Adequate funding tdo the following
1. Distribute and dispese (or
ernsure dispensing of)

antivirals;
2. Mobilize community resources
(e.g.,MedicalReserveCorps);

3. Sustain routine services during
an emergency;

4. Support health information
technology and health
information exchange to
improve situational awareness
of antivirals and track
outcomes and adverse events;
and

5. Collect information on and
analyze antiviral practices to
develop an evidence base for
antiviral management.

State public health emergency
declarations that are consistent with
federal and local declarans to

protect LHDs and give them the
authority in managing antivirals;
Documentation on lessons learned
regarding antiviral use, outcomes, and
effects;

Successful strategies for engaging
healthcare providers and the public
sector around antivirals; and
Dedicated staff to maintain community
relationships and keep the pulse of
community events and needs.

NACCHO

T

Incorporate successes with antivirals
and strengthening LHD capacity into
other NAGCHO projects, such as

Project Public Health Ready, Medical
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Reserve Corps, and Advanideractice
Centers

Disseminate project findings through
NACCHO webinars, publications, and
website

Increase the national visibility of work
done at the local level bo#ipecifically
around antivirals and generally around
the HIN1 response in order to change
the perception of LHBas simply

being a safety net for certain
populations

Identify model practices for
establishing antiviral dispensing sites
and develop templatés.g., MOUSs,
arrangements) to support other LHDs
in doing sQ

Develop tools to help LHDs
communicate their stories and
practices to local, state, and national
public and private partners

Use the successes from the HIN1
response to bolster broader argutsen
for supporting local public health
Advocate for sustaining the local
infrastructure established during the
H1N1 responselhe local public

health response would not have been
possible without the support of
numerous preparedness, SNS,
pandemic influena planning,
emergency management,
immunization, communicable disease,
epidemiology, community health
educator, and other LHD personnel to
fulfill core public health functions
Engage federal agencies and national
organizations representing SHDs,
healthcargroviders, pharmacists,
professional organizations, and other
sectors to improve collaboration and
messaging among all stakeholders.
Becausehese relationships are critical
to a multitude of health situations and
issues, the focus on antivirakould
expandto addressnore broadlypublic

health partnerships, infrastructure, and
coordination of effortsOrganizations
includethe following

1. American Academy of Family
Practitioners (AAFP)

2. American Medical Association
(AMA)

3. American Pharmacists
Association APhA)

4. Assistant Secretary for
Preparedness and Response
(ASPR)

5. Association of Schools of
Public Health (ASPH)

6. Association of State and
Territorial Health Officials
(ASTHO)

7. Department of Education
(DOE)

8. Department of Defense (DoD)

9. Centers for Diseaggontrol
and Prevention (CDC)

10. Council of State and Territorial
Epidemiologists (CSTE)

11.Health Resources and Services
Administration (HRSA)

12.Indian Health Service (IHS)

13. Institute of Medicine (IOM)

14.Infectious Diseases Society of
America (IDSA)

15. National Allianceof State
Pharmacy Associations
(NASPA)

16. National Association of Chain
Drug Stores (NACDS)

17.National Association of Boards
of Pharmacy (NABP)

18. National Association of
Community Health Centers
(NACHC)

19. Office of the Assistant
Secretary for Health (ASH)

20. Office of the National
Coordinator of Health
Information Technology
(ONC);
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1 Include rural health departments into
future conversations about antiviral
lessons learned arfidture plans
Similarly, engage a larger set of state 1
SNS coordinators via ASTHO attide
C D Gdivision of Strategic National
Stockpile (DSNS). Rural health
departments were not represented at
the Think Tank meeting and might
have different observations to
contribute and

1 Engage DOE to address thamily
Educational Rights and Privacy Act
and enhle schoolgo share student
data with LHDsIn addition, increase 1
awareness and understanding among
educators about H D &nowledge and
expertise.

ASPH

9 In collaboration with other i
professional associations and schools,
develop public health curricularfo
medical, nursing, nurse practitioner,
and physiciands assi
better bridge the medical and public q
health sector.

ASTHO
1 Develop template legislation for states
and help increase understanding of
existing state laws around antivirals
1 Engage SHDs and LHDs in developing
shared and layered responsibilities
around antiviralsand 1
1 Charge state to provide more detailed
surveillance and timely information
back to LHDs and engage more
directly with pharmacists and
alternative healthcare prowts (e.g.
minute clinics, nurse triage providers). IOM
)l
CDC
1 Incorporate support intstateand Big
City preparedness grants to provide
more detailed surveillance and timely

information back to LHDs anenga@g
more directly with pharmacists and
alternativehealthcare providers
Augmentthe Cities Readiness
Initiative (CRI) and expand the scope
to explore antiviral distribution and
dispenationduring pandemic
influenza, based on challenges and
lessons learned from H1NEor
example, fund states to expldusther
the feasibility of dispensing antivirals
via U.S.Postal Service workers. Pilot
and disseminate tools and resources
from funded sites

Work with the Public Health Law
Program to develop resources for
SHDs and LHDs to understabetter
the allowancesand limitations of
emergency declarations as they relate
to antiviral use and distribution
Partner with IHS to determine
strategies foensuring access to
antivirals among American
Indian/Alaska Native communities
@andant students to
Coordinate with ONC to ensure
adequ#e mechanisms and support for
robust antiviral reporting. If health
departments will be expected to report
uniform data on antiviral distribution
and disperation, planning needs to
happen far in advance.

HRSA and NACHC

Encourage and provide funding
oppotunities for FQHCs to work with
LHDs and determine the roles and
interactions of these partners within a
community.

Plan a followup meeting to the 2008
Medical Countermeasures Dispensing
workshop hosted by the IOM Forum
on Medical and Public Health
Preparedness for Catastrophic Events

16



so that stakeholders can analyze how
experiences and strategies around
H1N1 antiviral disperetioncompared
with solutions suggested during the
original workshop.

ASH

1 Encourage the Surgeon General to
raise thevisibility of and attention
toward the work of LHDs.
Communicate with the general public
and the nationos
antivirals and

1 Ensurethatpractical public health
expertisds representedn the
National Prevention, Health
Promotion, and Falic Health Council
(chaired by the Surgeon General) or
the Advisory Group on Prevention,
Health Promotion, and Integrative and
Public Health, so that local public
health practice perspectives are
incorporated into national strategies.

NASPA
1 As an alterntive or supplement to
working with public health through
retail chain corporate headquarters,
encourage local retail pharmacies to
engage directly with their
jurisdictionsé

State Government

1 Work with state pharmacy boards and
national, state, and local public health
and healthcare partners to address legal
barriers and coordinate policies and
strategies for antiviral dispeaison
(state pharmacy boards have a role in
how drugs are usednd many medical
directors do not feel eofortable
taking on this role)and

1 Collaborate with SHDs and LHDs to
determine appropriate triggers for
issuing a state declaration of

l
LHDs

emergency to facilitate antiviral
management.

SHDs or LHDs
1 Connect with community pharmacies

through local pharmacy associations.
Local pharmacists have relationships
with pharmacy chains and can help
leveragesupport;

1 Use experiences from H1N1 to

develop more detailed plans for

p r o wWistibetingsandtdispertsingsantiglss S

Identify potential public and private
community partners and resources
early on to support this plan

When operating under an incident
command system, ensure that the
planning section chief or the liaison
networks and builds relationships with
otherresponse entities

When possible, look to the public
health laboratory for influenza
surveillance

Be engaged in conversations and
efforts to establish and improve
electronic reporting and consider how
these systems could be used for
tracking antiviral digibution and
dispenstior

Educate and empower the general
Plibcbgdnerdl Preparddndss | s -
measures so th#te publicknows how

to act and where to look for
information during an emergency
Secure funding to build and maintain
partnerships

Leverage exisng partnerships,
collaboratives, and other coalitions that
have developed to address other public
health issues (e.g., chronic disease)
and identify opportunities to
incorporate influenza preparedness
Use the upcoming influenza season to
engage the puta and local providers
on the roles and activities of LHDs and
the importance of those functigns
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1 Useexisting public health clinics (e.g.
TB, HIV, STD) for antiviral
dispensingand

Consider contracting with or hiring a
parttime pharmacist to dispense
artivirals and plan early to address
potential legal or administrative
barriers associated wiguch
arrangements.

Conclusion

During the 2009 H1N1 influenza pandemic,
issues around antiviral use and distribution
were complex and varied. Experiences with
antiviral distribution and dispeasontested
traditional public health roles and practices
around partnerships, communication,
outreach, and logistics with antivirals.
Antiviral availability and demand also raised
guestions about the best use of antlsieand
the role of LHDs in making decisions around
antiviral distribution and dispeason Think
Tank members shared and expanded upon
these experiences in order to identify the
salient issues and needs around antiviral
management and discuss the optiréds of
LHDs in addressing antivirals. The
experiences, needs, and recommendations
outlined in this report are intended to inform
future decisions made by those involved in
antiviral planning and administration.
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Appendix B: Think Tank Meeting Agenda

Public Health Use and Distribution of Antivirals i Think Tank Meeting

June 18-16", 2010
St. Paul Hotel
St. Paul, MN
James J. Hill South Meeting Room

Meeting Objectives:
1 Validate the current perspectives and knowledge about antivirals, along with attitudes and practices fo
influenza treatment and prophylaxis;
1 Develop a shared vision for the optimal roles and expentatblocal health departments (LHDS) in
guiding and managing antiviral use and distribution; and
1 Identify actions to strengthen the role of LHDs in guiding and managing antiviral use and distribution.

Agenda

Tuesday, June 15, 2010

8:30 a.m.

9:00 a.m.

9:15 a.m.

10:00 a.m.

10:45 a.m.

11:00 a.m.

11:45 a.m.

1:00 p.m.

2:00 p.m.

Breakfast
Welcome/Introductions/Outline of Meeting (Hugh Tilson, Facilitator)

Science and Use of Antivirals Presentatio(Stephan Foster, University of Tennessee College
of Pharmacy)

National Antiviral Guidance and Supply Presentation(Anita Patel/Stephanie Dulin, CDC)
Break

Overview of NACCHO Antiviral Use and Distribution Project (Lilly Kan, NACCHO)
Lunch

Discussion 1: Antiviral Useand Planning Prior to HIN1 Influenza (Hugh Tilson, Facilitatoy

1 Provider, prescriber, and public health antiviral knowledge and praticesasonal
influenza;

b Attitudes and policies related to antiviral use for pandemic influenza; and

b Pandemic influera planning efforts focusing on antiviral distribution and dispensing.

Discussion 2:Antiviral Lessons Learned During H1IN1 Influenza(Hugh Tilson, Facilitator)

1 How H1N1 changed the status quo of antiviral attitudes and practicéssaedpbandemic
influenza plans;

b Antiviral issues providers and public health encountered and how they were addressed; and

b Lessons learned from H1Ndfluenza on demand, use, and distribution of antivirals.
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3:00 p.m. Break
3:15 p.m. Key Challenges, Successes, Gafrsugh Tilson, Facilitator)
4:15 p.m. Day 1Wrap-up and Charge to the Group for Day 2(Hugh Tilson, Facilitator)

4:30 p.m. Adjourn

Wednesday, June 16, 2010

8:30 a.m. Breakfast
9:00 a.m. Day 1 Recap (Hugh Tilson Facilitator)

9:15 a.m. Antiviral Action Planning (Hugh Tilson, Facilitator)
1 Core themes and components necessary for improving the overall usaagement of
antivirals
1 Stakeholder expectations of the role of LHDs in guiding and managing antivirahdse
distribution; awl
1 Strategies to better define the role and build the capacity of LHDs in guiding and managing
antiviral use and distribution.

10:30 a.m. Break
10:45 a.m.  Antiviral Action Planning, continued (Hugh Tilson, Facilitator)
11:45a.m. Day2 Wrap-up and Next StepgHugh Tilson, Facilitator)

12:00 p.m.  Adjourn/Lunch

23



Appendix C: State and Local Antiviral Distribution and Dispensing Resources

C1. Minnesota Department of Health (MDH): Commissioner of Health Order

STATE OF MINNESOTA DEPARTMENT OF HEALTH
Re: Authorization for Local Public Health Commissioner’s Order Under
Agencies and Tribal Public Health Minnesota Statutes Chapters
Agencies to Dispense Antiviral 144 and 145A
Medicines for Treatment of Novel
Influenza A (HIN1)

10.

1.

12.

WHEREAS, federal Health & Human Services Secretary Kathleen Sebelius has
determined that a public health emergency exists nationwide for novel influenza A
(HINT):

WHEREAS, the federal Centers for Disease Control & Prevention (CDC) reported that
novel influenza A (HIN1) was widespread in Minnesota by mid-September, and disease
surveillance by the Minnesota Department of Health (MDH) and health care system
reports to MDH show a surge in influenza cases in recent days:

WHEREAS, federal and state funds have enabled MDH to stockpile antiviral medications
shown to be effective against novel influenza A (HINT):

WHEREAS, under authority I have delegated, State Epidemiologist Ruth Lynfield, M.D.,
has signed a prescription order by protocol to authorize dispensing of antiviral
medications to persons meeting the medical criteria in her prescription order by protocol:
WHEREAS, the Minnesota FluLine 1s commencing operation this week to assist the
health care system to meet the surge of influenza cases and to facilitate treatment with
antiviral medications of persons lacking private insurance or public program coverage for
their costs (uninsured persons);

WHEREAS, uninsured persons needing antiviral medications can qualify for no-cost
prescriptions for antiviral medications from the MDH stockpile through the Minnesota
FluLine and through other procedures that may subsequently be developed by MDH:
WHEREAS, antiviral medications are most effective against novel influenza A (HIN1)
when taken within 48 hours of the onset of symptoms:

WHEREAS, the spread of novel influenza A (HIN1) throughout Minnesota requires
urgent treatment;

WHEREAS, the Commissioner of Health has broad authority under Minn. Stat.

88 144.05, subd. 1 and 144,12, subd. 2 (2008) to protect the public health from
communicable diseases such as novel influenza A (HIN1), to coordinate federal, state
and local public health efforts, and to collect necessary health data;

WHEREAS, local boards of health must “obey instructions on the control of
communicable diseases as the commissioner may direct . . . . [and] cooperate so far as
practicable to act together to prevent and control epidemic disease.” Minn. Stat.

§8 145A.04, subd. 6 (2008);

WHEREAS, the Commissioner of Health “by written order may require any two or more
boards of health to act together to prevent or control epidemic diseases.” Minn. Stat.

§§ 145A.06, subd. 2 (2008); and

WHEREAS, the Commissioner of Health “may designate persons and entities to expedite
legend drug dispensing by .. . any method the Commissioner deems warranted” to
respond to a pandemic influenza. Minn. Stat. § 144.4198, subdivision 2, paragraph (a)
(2009);
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13. WHEREAS, the Commissioner of Health may authorize local and tribal public health
agencies to distribute and dispense legend drugs via a “household representative™ “to
individuals who have entrusted the household representative with drug collection
responsibilities.” Minn. Stat. § 144.4198, subdivision 2, paragraph (b) (2009).

NOW, THEREFORE, UNDER THE AUTHORITY GRANTED THE COMMISSIONER OF
HEALTH IN THE ABOVE STATUTES, I MAKE THESE FINDINGS, CONCLUSIONS, AND
ORDER:

1. That personnel of each local board of health, as defined in Minn. Stat. § 145A.02, subd. 2
(2008), are directed to work with MDH personnel and contractors, participating Minnesota FluLine
health care plans and providers, and with one another in establishing dispensing locations in or near
their respective jurisdictions for antiviral medications prescribed through the Minnesota FluLine, or
through subsequently developed processes, to uninsured persons:

2. That the dispensing locations established under the preceding paragraph shall dispense
antiviral medications to all persons with Minnesota FluLine prescriptions, or prescriptions from
subsequently developed processes, without regard to the persons’ county of residence, and without
charge for the antiviral medications or their administration:

3. That the personnel working at the dispensing locations established under paragraph 1
dispense antiviral medications to household representatives providing reasonable documentation that
they have been entrusted by the person receiving the prescription with responsibility for collecting
the medication;

4. That the personnel working at the dispensing locations established under paragraph 1
above complete and submit the Minnesota Individual Tracking Form for Stockpile Medications
required by MDH:

5. That tribal public health agencies are invited to work with MDH and its Minnesota
FluLine partners to assure persons served by those agencies and qualifying for antiviral medications
through the Flu Line or subsequently developed processes receive them as quickly and efficiently as
possible;

6. This Order authorizes tribal public health agencies who agree to work with MDH on
antiviral dispensing to dispense on the same terms as local public health agencies including
completion of Minnesota Individual Tracking Form for Stockpile Medications for all persons to
whom antiviral medications are dispensed;

7. Nothing in this Order is intended in any way to limit local public health agencies from
providing antiviral medications to persons usually receiving health care services from tribal public
health agencies or the federal Indian Health Services.

8. this Order shall remain in effect for 6 months from this date or until further action from the
Commissioner

Dated: October 21, 2009

bmoe Mo
Sanne Magnan, M.D,, PHD.
Commissioner of Health

Saint Paul, Minnesota

C2. MDH: Provider Service Agreement
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] State Controlled Antiviral Medications
MDH Provider Enrollment Agreement

Questions or concerns? Antiviral Hotline: 65 1-201-5407 or health sns @ state mn.us

[DEPARTMENT oF HEALTH]

To receive state controlled antiviral medications at no cost through the Minnesota Department of Health, which
includes the federal Strategic National Stockpile program (SNS) and state procured antivirals, on behalf of myself and all
staff for whom I am the medical/agency director or equivalent, pharmacist in charge, public health director, or other
authorized medical provider; I will agree to the roles and responsibilities as outlined:

Responsibilities:

1. Establish the specific reporting/recording requirements necessary for the medical provider, clinic, pharmacy or public
health agency to dispense the antiviral medications in an efficient manner (i.e. medical provider or pharmacy name,
physical address, primary telephone number, patient name, patient DOB, patient address, patient telephone, medication
dispensed including NDC, strength, dose, quantity dispensed, lot number, date filled, and clinical indication for prescribed
medication). This means provide all required data as requested by the Minnesota Antiviral Stockpile Data Tracking Form
(Attachment 1).

2. Provide to the MDH or the designated agency or individual the total quantities needed of the antivirals when resupply
is needed.

3. Adhere to all dispensing, compounding, and recording guidelines related to the antivirals as directed by the Food and
Drug Administration, Centers for Disease Control and Prevention, Minnesota Board of Pharmacy, and the Minnesota
Department of Health, which may be subject to written revisions as conditions warrant.

4. Safeguard the antiviral medications by handling and storing them as directed by the FDA approved manufacturer’ s
recommendations on storage, handling, and temperature control.

5. Promptly return all remaining medications provided pursuant to this agreement to the Local Health Department or the
Minnesota Department of Health as requested.

6. Provide the antivirals at no cost other than approved dispensing fees described below. Public health agencies may NOT
charge a fee associated with dispensing of any State controlled medical asset.

7. If applicable, provide MDH with Primary and Secondary Distributor information including account number.

Duration of the Agreement: This agreement shall remain in place until either party notifies the other in writing (no less
than 30 days) of their desire to terminate the agreement. Termination of this agreement can be with or without cause. At
the time of contract termination any remaining antiviral medications must be returned in good condition within 14 days
and all required paperwork including completed Data Tracking Forms must be submitted at the next normal reporting
period.

Approvals:
Facility Location
Sign Date

(Facility Representative)

Primary Distributors Account number
Secondary Distributors Account number
Authorized MDH Representative Sign Date

Fax this completed form to 651-201-5720

MNAV Service Agreement 10-21-080.doc MIN OFEP RMTU Version 1.0 102009
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(M I N HESOTA]

State Controlled Antiviral Medications
MDH Provider Enrollment Agreement

Questions or concerns? Antiviral Hotline: 65 1-201-5407 or health. sns @ state. mn.us

IDEPARTMENT of HEALTH]

Approved Dispensing Fees

When a Dispenser provides antivirals from the stockpile the following reimbursements are allowable:

Persons on Minnesota Health Care Programs Fee For Service:

Dispenser can bill DHS under the current Minnesota Public Health Program rates.

This includes a $3.65 dispensing fee plus ingredient costs for any compound.

There is no separate compounding fee.

Current procedures for co-payments apply with DHS paying the dispenser the net dispensing fee after
application of the  co-payment. (Co-payment of $3.00 per prescription with a maximum of $7.00 per
month.)

Persons on Minnesota Health Care Programs — Managed Care:

Dispenser bill using current system/rates for dispensing fee.

Persons with medication coverage under any health plan:

Dispenser can bill usual and customary dispensing fee and compounding fee.

Persons who are uninsured or underinsured for medication coverage:

Dispenser can request up to $3.65 per prescription and $2.99 for compounding.

The Dispenser should indicate what the patient paid on the Minnesota Antiviral Stockpile Individual
Data Tracking Form. However, if a patient cannot afford the charge the fee should be waived

The Minnesota Department of Health will review these forms and will reimburse those costs after May
2010.

MN AV Service Agreemenr 10-21-08.doc MIN OEP RMTU Version 1.0 NV2K09

C3.MDH: Stockpile Individual Data Tracking Form
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MINNESOTA ANTIVIRAL STOCKPILE INDIVIDUAL DATA TRACKING FORM
Completed forms are to be submitted weekly by 10 AM Tuesday to Office of Emergency
Preparedness Fax (651) 201-5720, Attn RMTU

DEPARTMENT of HEALTH Form questions? Call MDH ar 631-201 -3407 or e-mail: health.sns@ staie. min us

Instructions and Program Requirements: Dispense as prescribed. The Minnesota Department of Health requires that all
persons dispensed antiviral medications from the Minnesota Asset Caches are required to be tracked to the individual medication.
Your facility’s sticker is acceptable as long as the required information is included and it does not obscure other fields.

¥Provider use of ansiviral agenss from the Minnezoia Asser Caches is subjea o audie*

For more information regarding guidelines please see: httpy/iw ww. health. state. mn.us/divsfide pe/diseases/ flwhepanti viral. himl

Patient Data:

NAME (Last) | (First) (M.L)

PARENT/GUARDIAN DATE OF BIRTH AGE
Month Day Year

ADDRESS COUNTY

CITY | STATE | zp DAYTIME PHONE NUMBER:

Prescribing Physician Information

Last Name: First Name:

Facility Name: Address:

Phone:

Dispenser C Check if Same As Above

Last Name: First Name:

Dispensing Facility: Address:

Phone:

Indication for the use of Antiviral, Check all that apply:
L Patient is currently hospitalized
[ Patient is currently pregnant
[ Patient has other high risk condition (see list attached).
C Health care worker exposed to someone with ILI without appropriate PPE
[ None of the above, antiviral use outside of guidelines.

Reason for dispensing from Stockpile, Check all that apply:
[ Medication unavailable due market shortage, distribution disruptions or delay, or supply chain issue.
[ Patient was uninsured, under insured or other financial cause.
Amount collected from Patient: % {Can not exceed $3.63 per prescription and $2.99 for compounding)

Date Prescription Filled: /[

Antiviral Dosing Specifics Dispensed Per Protocol: (SELECT ONLY ONE AND INCLUDE THE LOT NUMBER)
Drug | Treatment I Prophylaxis
Oseltamivir Lot Number Dispensed:
(Tamiflu®) T 30mg BID x 5 days
45mg BID x 5 days
60mg BID x 5 days
T5mg BID x 5 days

30mg Daily x 10 days
45mg Daily x 10 days

60mg Daily x 10 days

73mg Daily x 10 days

| Oral suspension mg PO BID x 5 days Oral suspension mg PO daily x 10 days
LZanamivir Lot Number Dispensed:
(Relenza®) | T 2 inhalations of Smg (10mg) BID x 5 days I] 2 2 inhalations of Smg (10mg) daily x 10 days
MN AV Swadkpile Ind Dara rradcing form doc Version 4.1, MDE, OEP. RMTL, 1072009 Office Use Only
Received By: Diate:

Amount to Reimburse Dispenser: §




INSTRUCTIONS FOR COMPLETING THE MINNESOTA ANTIVIRAL STOCKPILE INDIVIDUAL
DATA TRACKING FORM:

This form is to be completed by the dispenser and submitted weekly by Tuesday at 10 AM.
Forms should be submitted to the Minnesota Department of Health — Office of Emergency Preparedness.
Forms should be faxed Attention RMTU. Fax (651) 201-5720

Patient Data:

Patient's name: Last name, first name, middle initial

Patient’s Date of Birth or Age, if date of birth is unknown.

Patient’s home phone number, including area code

Patient’s home address, including Number, Street, City, County, State, and ZIP Code

If “Homeless,” enter this on Address line.

Facilitys sticker is acceptable as long as the required information is included and it does not obscure other fields.

Prescribing Physician Information:
From the script, enter clinician name and phone number under Prescribing Physician Information. MDH may need to
contact the Physician for additional information.

Dispenser:

The specific name and city of the submitting facility are required. Due to multiple facilities with identical/similar
names, please be precise and do not use acronyms. Your facility’s sticker or address label is acceptable as long as the
required information is included and it does not obscure other fields.

Indication for the use of Antiviral:

Check all that apply, must check at least one. Dispenser will need to ask patient for this information if it is not
included on the script. High risk groups are listed below. Dispense antivirals as prescribed, even if antiviral use is
outside of guidelines.

Reason for dispensing from Stockpile:

Check all that apply, must check at least one. If dispensing to a patient that is uninsured or underinsured, Pharmacies

can request up to $3.65 per prescription and $2.99 for compounding. If the patient is unable to pay, the pharmacist should
indicate what the patient paid on the Minnesota Antiviral Stockpile Individual Data Tracking Form. The Minnesota
Department of Health will review these forms and will reimburse those costs after May 2010.

Date Prescription Filled:
Indicated dated that prescription is filled and provided to the patient.

Amntiviral Dosing Specifics Dispensed Per Protocol:
Check only one drug/ dose combinations for either under treatment or pmphylaxis. Indicate the Lot number dispensed.
Lot number should mateh up with the lots that were delivered as part of the MN Asset Cache.

High-risk groups:

Children aged <2 years

Persons aged >65 years

Pregnant women

Adults and children who have immunosuppression

Adults and children who have chronic pulmonary (including asthma), cardiovascular, renal, hepatic,
hematological, or metabolic disorders (including diabetes mellitus)

. Adults and children who have any condition (e.g., cognitive dysfunction, spinal cord injuries, seizure
disorders, or other neuromuscular disorders) that can compromise respiratory function or the handling of respiratory
secretions or that can increase the risk for aspiration

. Residents of nursing homes and other chronic-care facilities

For additional Stockpile and Form questions, please call MDH at 651-201-5407 or e-mail: health.sns @ state.mn.us

MN AV Stodkpile fnd Dara rradking form doc Version 4.1, MIN, OEF. RMTL 1072000 Office Use Only
Received By: Date:
Amount to Reimburse Dispenser: §
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Saint Paul - Ramsey County
Department of Public Health

ERob Fulton, Director

Hamsz 2y Coarty

90 W. Plato Blvd.. Ste. 200
Saint Paul, Minnesota 55107
651-266-2400

Antiviral Dispensing Procedure During Business Hours

H1N1 Influenza

Beginning Wednesday, October 28, 2010, the TB Program of the Preventive
Health Services Section will begin accepting faxed prescriptions from the
Minnesota State FluLine for individuals who are lacking private insurance or
public program coverage for their costs (uninsured persons) and need antiviral
medication for treatment or as a prophylaxis resulting from H1N1 influenza.

At this time, we are not expecting many individuals to be using our service. The
State of Minnesota Health Department is working with over 600 pharmacies
throughout the State to become part of an antiviral medications distribution
system in the next two weeks.

The antiviral medication dispensing and tracking will come under our
Department’s Operations Center:

Rob Fulton, Incident Commander

Robert Einweck, Operations Chief

Jane Berg, Branch Manager for Antiviral Dispensing

Individuals arriving to pick up prescriptions should be directed to the TB
reception window in the clinic at 555 Cedar St. A staff member from the TB
program will dispense the medication. The TB program will be keeping all the
forms, medications, and related information.

If you have any questions, please contact Jane Berg at 266-1263.

C5. Saint Pauli Ramsey County Department ofPublic Health: Dispensing Procedure
During Weekends and Evenings



Saint Paul - Ramsey County
Department of Public Health

Rob Fulten, Director

Hamzey Cointy

90 W. Plato Blvd.. Ste. 200
Saint Paul, Minnesota 55107
651-266-2400

Antiviral Procedure for weekends and evenings 11/18/09

There are two options for dispensing weekends and evenings:

1) Private providers in Ramsey County have agreed to dispense antiviral

medication prescribed by the Minnesota Fluline. Hours of operation of these
providers varies. They are:

Children’'s Hospitals and Clinics of Minnesota; 24/7, 612-813-6542
Fairview Highland Park clinic

Fairview Highland Park Pharmacy; 651-696-5020

Fairview New Brighton Pharmacy; 651-746-2580

St. Paul Infectious Disease Associates; 651-772-6254

2) Antiviral medications and labels for dispensing are stored at Plato and Cedar

facilities. Department 24/7 staff should contact Robert Einweck 266-2534
during work hours for medications and labels for dispensing on weekend
and evening hours. Rob Fulton has a supply of antiviral medication, labels,
and forms for weekend dispensing. During the weekday, refer individuals to
the TB clinic at 555 Cedar at 266-1343.

For the remainder of November, the 24/7 staff will be responsible for dispensing
Fridays at1630 to Mondays at 0800. During the week of November 22™, 24/7 staff
will dispense antiviral from Wednesday 11/25 at 1630 to Monday 11/30 at 0800.

All on call staff who dispense antiviral should give prescription paper work to
Robert Einweck. All antiviral dispensed at 555 Cedar will be kept by Jane Berg.

Other pharmacies in Ramsey County that will dispense antiviral medications
through the MDH program:

Children’'s Hospitals and Clinics of Minnesota; 24/7, 612-813-6542
Fairview Highland Park clinic
Fairview Highland Park Pharmacy; 651-696-5020
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e Fairview New Brighton Pharmacy; 651-746-2580
¢ St Paul Infectious Disease Associates; 651-772-6254

C6. Los Angeles County Department of Public Health (LACDPH) Presentation on
Antiviral Distribution in Response to Novel HIN1
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Antiviral Distribution In
Response to Novel HIN1

Brit Oiulfstad, DVM, MPH

Director, Pandemic Preparedness

Dee Bagwell, MA, MPH

Director, Policy & Planning

Emergency Preparedness & Response Progran

(couw OF Lo ANGELES
Public Health 1

Overview

A Declared local state of emergency

A Activated DPH DOC from 4/26/09 5/8/09
A Staffed all sections

A EMS, OEM & City agency reps at DOC

A Received antivirials and personal protective equipment
from SNS

A Developed and disseminated messages to external
partners

A Conducted press conferences and responded to media
inquiries
A Still responding...

( COUNTY OF LOS ANGELES
Public Health >
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Alonzo Plough
Incident Commander

Liaison Officer Deputy Commander

Jon Freedman Brit Oiulfstad

Safety Officer PIO

Jim Day Rose Anne Rodriguez
Administration Logistics Operations Planning
Leticia Moises Mike Contreras Laurene Mascola Dee Bagwell
TR

- (Cowwm Los ANGELES
/ Public Health 5

Antiviral Distribution: Pre-Staging with
Medical Partners

A With EMS partners, pre-staged over 10,000
antiviral courses at:

I 13 Hospital Preparedness Program Disaster
Resource Centers (for distribution to partner
hospitals)

i 4 DPH Comprehensive Health Centers &
Pharm

I Long Beach and Pasadena Health
Departments

A Developed forms to release pr&staged doses
and monitoring requirements.
i «pnnnu Health ¢
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COUNTYT OF LOS ANGELES

Public Health

Acknowledoment of Receipt and Memorandum of Understanding
Swine-Origin Influsnza A (H1N1) Virus
Los Angeles County Puklic Health
May 2009

As a condtion to cbiain antiviral medications from Los Angeles County Departiment of Public Health (LAC

DPH) for the Swine-origin influsnza & (HINT) vins,

as the authorized recpient for.

rsbtusonFaciity]
woeated at
[aadress]

agree to the felowng temms as a condition to take possession of the following antiviral medications:

Tamifiu | Osaftamivir) adu® doses

Agree to keep storape of the medication between 62-36 degreas F=.

Coopsrate with reguests for Reddinet® reporting of courses dispensed

Agree to folow the most cument recommendstions for dispensing these medications as

En:wiced by the Los Angeles County Fublic Health D'ﬁeer WE' also recommend viewing the
DC the: mest recent US |n10r'|1a'|:3" it cde. ' and owr site forlocal

info: http: /e lapublichealth o

Understand that any perceived misuse or misaporopraton of medicateon could result in the
immediste seizure of these medications from the designee by LAC DPH.

Affrmn that these medications w’ not be charged to the patient (as they are provided 3t no cost
t the facility).

Prowide Prier Authorization Treatrment Form for 2ach Tamiflu course provided. Maintain copies
separaie from patient charts for review by LAC DPH upon prior notice to the faciin.

Prowide timely adminisiration/distribution of Tamiflu.

LAC DFH may request the return of ary unuzed antviral medeations at the end of the cument
outbreak

Signature:

Diate:

FRIOR AUTHORIZATION CHEMOPROPHYLAXIS FORM
OSELTAMIVIR (Tamiflu®) Antiviral Chemoprophylaxis for Healthcare Workers, Public
Health Workers or EMS Providers Exposed to Patients With Confirmed or Probable
H1M1 Flu (Swine Flu)

Fragoriber Ingiructions: Pisace oomplsds the form thorough

HOTE: THI2 13 NOT 4 FREZCRIFTION FORM- & WRITTEN PREZCRIFTION MUST ACGOMPANT THIZ FRICR
THORIZATION FOSM. IF TAMIFLU |5 DISPENSED, FAX A ©OPY OF THIS FORM TO TH COUNTY &

A ) 841-2308 ATTENTION: Kay Frahwirth.

PURPOSE: To provide cinkianz wilh quidarce an the chemopmniyiactic use of cseltamivir for the prewention of HINT Fha [Swine Fl) Inflection.
Wath e HIN1 Flu (Saine Fu) ouloreak, ozetamivie can be aperopriskey provided & occupationaily-=xpcsed Healthcan Workers, Fubilc Heath
Wiorkers and EMS Providers’ (HCWs) per orileria defined beiow by fhe LS. Cenlers %or Dissase Conbrol and Preventon.

CHEMOPROPHYLAXIS GUIDELINES: HCWs win 1] Ciose contactio a confirmed or probabie case” of HINT Fla ([Swine Fiu), 5ho 2} Were
rat .nnganm-ul:p: srobectier equizment’ dutng corfact whin hat caze, ard 3) Corfact Wi the case cocumes durng e case's
Imiechiou period. OIS mestig Fese criiena ans cancicales for CRemonmEhyaCs whh osstanher. Cssfamear Wi NOT be dspenses Fihe
e ey

Plsacs complsts EACH ROW beiow regarding ths patient the HCW wae supoced bo:

Mame of Faderk FaclityPabent Location

O ves 0w Fersan has an acute fabrile respialony Iness (Temp 2 37.5° C / 9007 F FLUS al st 2 of the tolioaing 2
= - SymploTe: rironteanasal congesticn, sors froat, or cough)

-==s [mE=] ‘Caminmed Swine-origin Influenza A wins (S-00 imecton by visl cuhure of neaHime FCR (RT-FCRL

[m ] [m -3 ‘Comfnmed infusrza A Infection but negattve for B and =3 ard pending Fublic Heath Laboratory subtsing.

CHEMOFROPHYLAXI2 GUIDELINEE:
e HCVW Fad oo Eact v In T case,
was not using approprate persona
Dfdnclve-!‘:l-bm‘f‘l durk:

DEELTAMIVIR CHEMOPROFPHYLANE DOLE RECOMMENDATIONS

T i T
I.‘nul O 7S mg capsule once par day for 10 daye

Hote el et need 1 Cr0! 30 i
St Microvmeins for douing i seow spaioee

Procoriber Mame (Frinted) Frecoriber Signatune:

Pracoribar I 2 Talsphons #: Fagsre:

PatientHOW Mame:

MAK =

(PEAR) far MarageTent of Padests min
SO i o S s P e, o Py o £ a1 Vi e . e 1 Cdast.

3 CDC it ket o . s o o o P bt i £ St S ot A T e st . . Htic s Bing

8 S o g i e A by D o B e P

F LOS ANGELES
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Antiviral Distribution: Household
Targeted Antiviral Prophylaxis (hTAP)

A Performed ring prophylaxis on household contacts of
first 50 confirmed and probable cases

A Followed Emergency Use Authorization requirements
A Identification (ascertainment) of ill individuals is
critical
I Time delay in laboratory confirmation

A Once case identified, public health nursing staff
deployed to administer AV to all individuals living
with ill individual

I Il individual: 2 doses/day; 5 days
I Contacts: 1 dose/day; 10 days

i
= (coumm_nnsmams
$ ( Public Health o
XS

EUA Terms & Requirements

A Oseltamivir authorized for treatment of
uncomplicated acute illness (O 2  daa praphy
for patients > 1 year

A Treatment authorized for < 1 year, for illness > 2
days, and in hospitalized cases

A Waived requisite prescription label information
(name and address of dispenser, serial number,
date of prescription or of its filling, name of
prescriber, name of patient, if stated on
prescription, directions for use and cautionary
statements, if contained in the prescription)

A Authorized product from SNS or subject to SLEP

A Required fact sheets to be made available to health
care providers and recipients
SRy
€9 (Chbicveaim 10




Fact Sheeti Provider

oy [Ty | e | Do for | @ eAtiesor T o infunis Jess: than | year old, o different measuring
Wetaht | Weidne |y A | deTays | St nson . oralsarnge) musd e peed tha il dispense 2 il (bl 25 mg) i
|G| e Peaiun o the h ohe's

Cabois 20 s BF 1 Rl 12 g, 3 PropRyLAREs i 100 d o he cistical,
1R g W Ty w g i prophy |
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T e e et Bt oh Form 3500 qavailble at
i A T ot e S it ory

Fthat experience adverse events or
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TAMIFLLY
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Autborizad by FDA on Apsil 27, 2000
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