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DR. WAGNER: Let me invite our next session, experts forward, Bruce Lockwood, Dr.
Benjamin.

While theydére getting set, |l et me set the
countermeasures distribution. And, our speakers will address policies and programs for medical
countermeasures distribution in the United States. Dr. Georges Benjamretidifze Director
of the American Public Health Association. Served previously as secretary of the Maryland
Department of Health and Mental Hygiene, and as Deputy Secretary of the Maryland Public
Health Services. Board Certified in Internal Medicine areellow of the American College of
Physicians, a Fellow of the National Academy of Public Administration, a Fellow Emeritus of
the American College of Emergency Physicians and an Honorary Fellow of the World Society of
Public Health. He is extremely wgliblished with scientific articles and book chapters and
brings great expertise to us. Dr. Benjamin, thank you for joining us. The floor is yours.

DR. BENJAMIN: Good morning, thank you very much. Let me just start by, um, you
can go to the next sle. Thank you. Again, | just want to thank you very much for the
opportunity for being here todayimycapaoitgdt t o r e
the American Public Health Association not in my capacity as National Biodefense Science
Board or any other federal capagithatl might have.

And, | want to talk about medical countermeasures and for the purposes of today, these
are therapeutics, preventionechanisms used, uh for weapons of mass destrutdiogmerging

infectious diseases with really high casualty
common cold. And they include medicines, devices and other medical interventions in
particular.

We often talk about high priority threats. Thighe list that most people use, when
theyore talking about high priority threats.
today, butthis just gives you a feel for what the list of threat concerns that people usually have
when t hey boutenedical tokuntermgasiaes.

There is a national strategy that HHS has. This is a plan that was put out in, originally,
2007 and itdés wusually updat istile mestamegtorfe. This year
is the Public Health Emergency Mieal Countermeasures Enterprise Strategy. It has really four
real important goals. Onw identify and create and develop andnufactureéhese various
countermeasure3wo, establish and communicate clear regulatory pathways to actually get
these cantermeasures developed and used.

To look at the logistics and operational aspects of these countermeasures. And of course
to look for gaps in the population, which includes children, senimderservegopulations
etcetera

So they look at implematation, there is an implementation plan, as well, that really has
three overarching focus areas. One to address thaddress those that are of most significance.
Two to try to look at this in a holistic manner. If there is anything that we canteiome of our
medical countermeasures to address multiple threats that will be very helpful. And, of course to



look at these in the real world. They actually operationalize thesaus¢here are lots of

things wedve | ear ne dndaauallydebvériogcountérmeasyrdsgt and f a
webve | earned over a series of public health
anthrax letters. And, naturally occurring, events like the HIN1 or SARS.

Our central challenge, of coursedistribution.  Certainly every state has a distribution
plan for medical countermeasures, as a component of their overarching and overall public health
preparedness plans. | will point out that the first response is always local. We just saw that
with Hurricane Sandy. The same with HIN1. We saw that with the anthrax letters. All the first
response is local, and then, of course the federal response, is rapid.

Most states plan for in essence to be on their own for 72 hours, although the Strategi
National Stockpileistargeted to get there within 12 hours, and is prepositioned to be able to do
that. We can talk about how complicated that really is.

The national central asset is the Strategic National Stockpile, which is a large, cache of,
which is prepositioned, again, designed to get there within 12 hours. It includes pharmaceuticals,
vaccines, antiviral drugs, a range of equipment including things like ventilators.

It really has two components. It ig a manages things that are etitly managed by the
Strategic National Stockpile, and then, a series of vendors that they have that are contracted to

get things to you in a Ajust in timed manner.
that someone brings to you. Thisaigruck. This is a- You think about a C130 aircraft coming
in with just huge pallets of material s. So,

drive up and pick it up, and take it where you need to go. It is a big deal, to get oceseof th
stockpiles, opened, delivered and, distributed to you.

Thereds a series of strategies that the pe
by a really massive national discussion. Certainly, you know, if something happens, you know,
you can go to your doctor or the federal authorities or the local authorities can say, you know,
this is happened. Go to your doctor and get a prescription. Your doctor can dispense. Your
pharmacy can dispendgasedn a prescription for some of the pharmaaals, cipro,
tetracycline and things like that, some antiviral drugs.

Some of the health department either serving as a primary care or emergency provider,
um, can do that as well. The Strategic National Stockpile, being a primary mechanism gf gettin
things to people, there is another mechanism we call cached, medical countermeasures. These
are smaller stockpiles in a pharmacy or in a school or in a warehvauseyou can tell people
togatopi ckup medi c at, predapoyed andded to distribue,y 6 r e
pharmaceuticals.

They aretherei s a, uh, therebds been aallqwpdomet t hat
to have, countermeasures in a little packet at home. So, everybody has one on the shelf at home.
Um, t her eds swiththa. Gné d thd oeerofghe concerns, of course, is are people
going to open those up and use them every time they get a cold?

There are issues around, expiration of, of, of the pack. There issues around, them being
inappropriately used for viety of members of the household.



And then, of course, a very publiiscussiorhas been occurring and a trial has been run
using the US Postal Service, as a primary deliverer of pharmaceuticals. The fact that they can
get to every home in the nati within a defined period of timéhereis a model which has been
tried, and it seems to have been fairly successful to actually do thataggirt that was for
primarily Cipro or an antibiotic model.

If you think about it howcomplex it is to simly in a normal routine health system to

di stribute pharmaceutical s. It i s very comp
Youbve got to fill the therapedwausecvi plarti Sama
gottodrawitup | ab el it, make sure that the person t

supposed to get it.

I f youdre going to dofiitcaAnibeuite challénginggieeng v ol u me
H1N1.We had health departmentlattook people throgh basically, drivdy centers where
you stuck your arm out the window and you got your shot. There were places where people, you
know, lined up for, for hours, just like you were voting, to go up, put your arm up and get your
shot. So large volumespensing is a big deal.

Of course, youobve got to document this. Y
surveillance around adverse events. And, of course, ensuring compliance is a big issue
particularly, when you have to give pills over a long peabtime. We know that during the
anthrax letter event that we did not have great compliance among people for a variety of reasons.
| dondt remember exactly the numbers but ther
people that got that.

And,ofcauir se, this is the iIimportant one, speci
talking earlier about the parental consent and custody issues. Well, what do you do about
someone with dual custody? What do you do about the kids that are in foster care?

The issue about the event occurs here, the parents are at work, the child is over here, and
the parents are over here. Um, um, school issues, childcare issues.

The big issue around dosage variances from a lot of these medicines for kids. Um, will
we eva have enough of it of the child dose? The range of, of, of, adverse events including

all ergies, making sure, that webve adjusted f
And, you know, Emergency Use Authorization and off label use for kids is one of those

things, ofparoturcsfe,t tehadedlsat e webdbre having tode

often dondét get the kids included in our resp

do tabl etops. We bring fol ks i n Ibthetidgs. we r eal
So, a lot of this stuff really hasndt been

broad enough to have some confidence that we can do this on a répasadedn a repeated

basisWi t h that 106l stop aastiatyoemightthave.y t o t ake ar
DR. WAGNER: I think what weo6ll do is hold

DR. BENJAMIN: Perfect.



DR. WAGNER: I f you dondét mind. And, | 6m s
alt hough we 0megt frogndruce g.ockwood. hHe aill present views from the first
responder community. Mr. Lockwood is the Deputy Director of Emergency Management for the
town of New Hartford, New Hartford, Connecticut, and is the first vice president of the
InternationalAssociation of Emergency Managers, US Council. Previously, he served as the
director of Emergency Management and fire marshal for the town of Canton and, as an
Emergency Response Coordinator for the Bristol Burlington, Burlington Health District. Mr.
Lockwood is the founding member, a founding member and served as the first president of the
Connecticut Emergency Management Association. Hehedrs the Connecticut Child Safety
and Crisis Response Committee. Also, on the Public Health PreparednessyAQuismnittee
for the Connecticut, uh, the Connecticut Department of Public Health, and a member of the
National Commission on Children in Disasters. Welcome, Mr. Lockwood. Eager to hear from
you.

MR. LOCKWOOD: Thank y oformer codmissionertoftheb e c | e a
Nati onal Commi ssion on Children in Disasters
make sure you put the word former in there.

DR. WAGNER: Well, wedre pleased you have

MR. LOCKWOOD: lunderstandt he seat youbdre seating in.
to be reading from my notes. This last week, obviously has already been discussed, Sandy hit
the east coast. So, my notes are what | have to run off of today.
Distinguished members of the comnigs thank you foii for inviting me to speak to
you. The topic you are currently reviewing is critically important, as it relates to our ability to
meet the unique needs of 25% of our nationos
My name i s Bruce iLfoickdvoB®rder gd many aMLreader .
president of the US Council of the National Association of Emergency Managerspeofibn
educational organization with more than 5,000 members worldwide, dedicated to promoting the
principles of emergency magement and representing those professionals whosei guhtse
goals are saving lives and protecting property and the environment during disasters and
emergencies.
|l 6m al so representing the Emergency Servic
was formed to lead the develop of a national strategy to provide, to protect providers in the event
of a large scale biological event. The coalition draws support from all emergency services,
associations and over three million providers.
| believe my bacground positions me to have a unique perspective related to the issues
befor e vyou."yealaé arcareenfirefighter2adicensed paramedic and a member of
the Regional Hazardous Materials Response Tea



communities in Connecticut and currently, | am the Emergency Response Coordinator for the
Bristol Burlington Health District with a population for mass dispensing of 70,000.

| 6ve been a member of the regionaddy pl annin
initiative for a population of 1.3 million. I serveastheacthai r f or t he Connect.i
Emergency Preparedness Committee, and I 6m a m
Advisory Committee, and served, obviously, from 2008 to 288 5 commissioner on the
national, uh, congressionally chartered, National Commission on Children Disasters.

Before we continue, let me clear. | am not a subject matter expert in the sciences or the
current protocols related to the testing requiremehEDA.

In this postSeptember 11 era, our planning for incidents, both natural and manmade,
manmade have broadened to include responses specific to health outbreaks, which include those
that may be related to chemical, biological, radiological, nucledeaplosive events. Our
members have grown beyond the traditional emergency managers. Now, including public
health, public works, law enforcement and hospitals. The whole of the community approach to
being prepared for our communities and our natigmires us to communicate, collaborate and
coordinate to ensure we meet the needs of our individually diverse communities.

For several years, our communities have been developing plans specifically addressing
the public health response to an anthrax evetdnning has been focused in the delivery of
mass prophylaxis. This program is funded by preparedness grants through Health and Human
Services. The basis of our planning is done using the guidance from the target capabilities
published by the Deparent of Homeland Security in 2007, and the Public Health Preparedness
Capabilities published by the Centers for Disease Control and Prevention, Office of Public
Health Preparedness and Response in March efftaicsand, uh, eleven.

The critical task assigul to this mission is the delivery of antimicrobial, antimicrobials
drugs within 48 hours. As youodre aware these
to the onset of symptoms. The challenge facing us is that it may be hours or even days befor
the release is detected and will most likely depend on clinical diagnosis after people begin to
seek medical treatment for symptoms, significantly decreasing the timeline for delivery of
medications.

The discussion today is specific to the AVA vaccind ahildren. However, we must
acknowledge that AVA is not currently licensed for pegposure use that it currently requires
authorization by FDA, under the Emergency Use Authorization during an emergency declared
by the Secretary of, um, Health and Him®ervices, justifying such authorization for those 18
years of age and older.

Today, children can only receive the vaccine under an investigational new drug protocol.
Antimicrobials are only a treatment. So, prolonged exposure, repeat, repeatetexpbs
require repeated treatment, prolonged treatment, which raises additional concerns.

As | stated in my introduction, | served on the National Commission for Children in
Disasters, where | was a membeavhere | was a member of the Pediatric Medical
Subcommittee. In our 2010 report to the President and Congress, Recommendation 3.1 stated,






