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Introduction to the Strategic
National Stockpile

The Centers for Disease Control and Prevention (CDC)’s Strategic National Stockpile (SNS) is a
repository of potentially life-saving pharmaceuticals and medical supplies for use in a public
health emergency in which local supplies have been or may be depleted. The SNS program
has grown over the years to encompass a wide range of medical countermeasures (MCMs)
and response capabilities. Receiving, Distributing, and Dispensing Strategic National
Stockpile Assets: A Guide for Preparedness, Version 11, is intended to help public health and
emergency management personnel at the state, local, tribal, and territorial (SLTT) levels of
government prepare to request and make effective use of MCMs to prevent, mitigate, or
treat adverse health effects from an intentional, accidental, or naturally occurring public
health emergency.

Building the Strategic National Stockpile Program

The SNS program was established with nominal funds in 1999 as part of the nation’s
preparedness against potential incidents involving select Category A agents (e.g., botulism,
anthrax, smallpox, plague, and tularemia).
Following the deployment of SNS assets to New
York City to mitigate effects of the September

Medical Countermeasures

11, 2001, terrorist attacks on the World Trade According to the Public Health Emergency
Center and in response to the anthrax attacks Medical Countermeasures Enterprise

in October of that year, the program grew (PHEMCE), medical countermeasures
exponentially. Those incidents prompted (MCMes) include both pharmaceutical
federal legislation and directives that rapidly interventions (e.g., vaccines,

antimicrobials, antidotes, and antitoxins)
and non-pharmaceutical interventions
(e.g., ventilators and personal protective
equipment [PPE]) that may be used to

facilitated and strengthened public health
emergency preparedness efforts and the SNS
program. Such legislation and directives

included the Pandemic and All-hazards prevent, mitigate, or treat adverse health
Preparedness Act (PAHPA)* of 2006, which effects from an intentional, accidental, or
introduced benchmarks for public health naturally occurring public health
preparedness, and Homeland Security emergency.

Presidential Directive 21 (HSPD-21),2 which

1 www.phe.gov/preparedness/legal/pahpa/pages/default.aspx

2 www.fas.org/irp/offdocs/nspd/hspd-21.htm
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specifically addressed preparedness for catastrophic health events and stressed the
importance of ensuring communities can “distribute and dispense countermeasures to their
populations within 48 hours after a decision to do so.”3

In addition, the National Health Security Strategy (NHSS)* refocused the various existing
strategies for “public health and medical preparedness, response, and recovery to ensure
that the nation is prepared for, protected from, and resilient in the face of health threats or
incidents with potentially negative health consequences”s and includes an effective
countermeasure enterprise as one of the 10 strategies designed to support its goals. This
strategy has guided the creation, development, manufacture, staging, maintenance, and
prioritization of MCMs, as well as their timely distribution, delivery, and dispensing. In addition,
this strategy requires SLTT officials to set priorities for how their jurisdictions will allocate MCMs
when the supplies are limited.

Presidential Policy Directive 8 (PPD-8) was signed in March 2011 and serves to strengthen the
nation’s security and resilience through systematic preparation for the threats that pose the
greatest risk, such as acts of terrorism, pandemics, and catastrophic natural disasters. The
PPD-8 implementation plan includes the National Preparedness Goal,® which sets the overall
strategic vision for national preparedness and establishes core capabilities used to drive
preparedness activities nationwide. The National Preparedness Goal reflects the policy
direction outlined in the National Security Strategy (May 2010),” applicable PPDs, HSPDs,
National Security Presidential Directives, and national strategies.

This legislation serves to strengthen the SNS program, which not only stockpiles the nation’s
cache of pharmaceuticals and medical supplies but also develops rapid response
capabilities to support the delivery of SNS assets to locations in which they may be needed.
Since the program’s inception, CDC has deployed federal assets in response to large-scale
incidents, such as the 2009 - 2010 H1N1 influenza pandemic, and to smaller incidents that
affect a single person, such as the delivery of vaccinia immune globulin (VIG) to treat
adverse reactions related to smallpox vaccination.

Connecting CDC’s Oversight and Support Structures

CDC’s Office of Public Health Preparedness and Response (OPHPR) has primary oversight
and responsibility for all programs that comprise CDC's public health preparedness and
response portfolio. Through an all-hazards approach to preparedness — focusing on threats
from natural, biological, chemical, nuclear, and radiological incidents - OPHPR helps the

3 www.fas.org/irp/offdocs/nspd/hspd-21.htm

4 www.phe.gov/Preparedness/planning/authority/nhss/strategy/Documents/nhss-final.pdf

5 Health and Human Services (HHS), Office of the Assistant Secretary for Preparedness and Response (ASPR).
National Health Security Strategy [online]. Available at URL
www.phe.gov/Preparedness/planning/authority/nhss/Pages/default.aspx.

6 www.fema.gov/pdf/prepared/npg.pdf

7 www.whitehouse.gov/sites/default/files/rss_viewer/national_security_strategy.pdf

Page 2 Introduction to the Strategic National Stockpile
Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11



http://www.fas.org/irp/offdocs/nspd/hspd-21.htm
http://www.phe.gov/Preparedness/planning/authority/nhss/strategy/Documents/nhss-final.pdf
http://www.phe.gov/Preparedness/planning/authority/nhss/Pages/default.aspx
http://www.fema.gov/pdf/prepared/npg.pdf
http://www.whitehouse.gov/sites/default/files/rss_viewer/national_security_strategy.pdf

nation prepare for and respond to urgent threats to the public's health. OPHPR carries out its
mission by emphasizing accountability through performance, progress through public health
science, and collaboration through partnerships.

Within OPHPR, two main divisions provide oversight and support to state and local
jurisdictions related to an MCM response: Division of Strategic National Stockpile and Division
of State and Local Readiness.

Division of Strategic National Stockpile

The Division of Strategic National Stockpile (DSNS) includes specialists in emergency
response, logistics, science, and public health preparedness who manage the SNS formulary,
staff the DSNS operations center, and provide training and exercise support to SLTT public
health departments. The DSNS mission is to prepare and support partners and provide the
right resources at the right time to secure
the nation’s health.

DSNS Mission

DSNS’ organizational structure includes
three branches under the Office of the
Director: Logistics Branch, Program
Planning and Analysis Branch (PPA), and
Response Branch.

Prepare and support partners and provide
the right resources at the right time to
secure the nation’s health

The Office of the Director is comprised of the Science Team, the Healthcare Preparedness
Activity (HPA), and the Community Resilience Activity (CRA). The Science Team manages the
medical, pharmaceutical, and scientific oversight of the SNS formulary and ensures the
scientific review of all medical assets. HPA works to improve the healthcare delivery system’s
ability to respond to potential natural disasters and public health threats and provides tools
and other resources intended to enhance preparedness from multiple sectors that affect
healthcare and public health. CRA serves as a point of contact for federal agencies, non-
governmental organizations, and partners for initiatives and issues relating to the contents,
management, deployment, and use of SNS assets. CRA also develops and implements
innovative strategies and solutions to reduce the burden of MCM distribution and dispensing
on state and local public health agencies.

PPA supervises the design, implementation, and day-to-day execution of processes and
systems to improve cost analysis, cost evaluation, planning, and financial management for
DSNS.

The Logistics Branch is responsible for the procurement, management, and maintenance of
SNS assets, including quality control. This branch also manages the CHEMPACK and Federal
Medical Station (FMS) programs, which are described in The Strategic National Stockpile
Formulary section of this guide.

The Response Branch is responsible for planning related to the management of SNS activities
during a public health emergency and provides information to SNS leadership that informs
strategic decision-making. The Response Branch includes the Current Operations Team, the
Deployment Coordination Team, the Training Team, and the Exercise Team. The Current
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Operations Team is responsible for the day-to-day operational activities of DSNS. These
activities include monitoring news, weather, and information outlets for incidents, maintaining
the DSNS Team Room in the CDC Emergency Operations Center and alternate emergency
operations sites, and managing asset deployment missions. The Deployment Coordination
Team supports, trains, and equips the teams of deployable personnel designated to provide
SNS-specific assistance to state and local officials during a public health emergency. The
Training Team develops and implements training for SNS personnel and SLTT partners. In
addition, the Exercise Team provides support for national, state, and local SNS exercises.

Division of State and Local Readiness

The Division of State and Local Readiness (DSLR) administers CDC’s Public Health Emergency
Preparedness (PHEP) cooperative agreement.8 PHEP supports preparedness activities and
provides technical assistance to 62 state, local, and territorial PHEP awardees, including the
50 states, four major metropolitan areas (Chicago, Los Angeles County, New York City, and
Washington, D.C.), and eight U.S. territories and freely associated states (American Samoa,
Guam, U.S. Virgin Islands, Northern
Mariana Islands, Puerto Rico, Federated
States of Micronesia, Republic of the
Marshall Islands, and Republic of Palau).
The mission of DSLR is to assure the nation’s
public health system is prepared and
capable to respond to and recover from
public health emergencies.

DSLR Mission

Assure the nation’s public health system is
prepared and capable to respond to and
recover from public health emergencies

DSLR’s organizational structure includes

three branches: Applied Science and
Evaluation Branch, Field Services Branch, DSNS PPB Moves to DSLR
and Program Services Branch.

In April 2012, DSNS’ Program Preparedness Branch

The mission of the Applied Science and (PPB) was realigned with the Division of State and
Evaluation Branch (ASEB) is to strengthen L;);Bal RCeDaéjl_nesls (DSLRt)’saPtngtram _S;_er\n::eEBrtztanch
public health preparedness, response, (PSER . " O CtLeT

d th h sCi d align and support the technical assistance it
an recpvery rough science an provides to state and local public health partners.
evaluation. ASEB focuses on the

PSB continues to provide technical assistance for

effectiveness of the PHEP cooperative medical countermeasure distribution and
agreement, interdisciplinary preparedness dispensing (MCMDD) planning and assist the 62
science, collaboration with health security jurisdictions that are funded through the PHEP
partners, and evidence-based cooperative agreement. The PPB data team is
recommendations to improve the quality now aligned within DSLR’s Applied Science and
of decision-making on preparedness and Evaluation Branch (ASEB), where it continues

collecting and monitoring data associated with

response activities. , ,
MCMDD planning and operations.

The Field Services Branch (FSB) supports

8 http://www.cdc.gov/phpr/coopagreement.htm
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state, local, and territorial health departments with field-based staff, including preparedness
field associates (PFAs) and members of CDC’s Career Epidemiology Field Officer (CEFO)
Program. FSB staff work directly in jurisdictions to enhance state, local, and territorial public
health preparedness and assist in developing DSLR’s science agenda and strategies.

The Program Services Branch (PSB) provides programmatic oversight and coordinates
technical assistance (TA) for PHEP awardees. PSB project officers work with state, local, and
territorial health agencies to clarify PHEP program requirements and provide guidance
regarding program implementation activities designed to build and sustain the 15 public
health preparedness capabilities, including MCM distribution and dispensing (MCMDD)
planning.

Each jurisdiction receives MCMDD technical assistance from public health advisors who are
subject matter experts on SNS/MCMDD operations, the emergency response infrastructure,
and PHEP cooperative agreement requirements. Project officers provide guidance on how
to improve preparedness and plan coordinated and efficient responses. These project
officers serve as the jurisdictions’ conduit for many different types of TA, including

e Access to program guidance documents, planning tools, and templates;

¢ Review and assessment of MCMDD plans;

e Support for exercises and evaluations;

e Access to SNS-specific online resources including the SNS Extranet® and SNS
SharePoint?0 sites;
Training;
¢ Direct consultation and guidance with planning staff, and
e Support for conducting distribution and dispensing modeling to test and refine plans.

Public Health Emergency Preparedness (PHEP) Cooperative Agreement

The PHEP cooperative agreement is a critical source of funding to assist state and local
public health departments in building and strengthening their abilities to respond effectively
to the public health consequences of infectious disease outbreaks, natural disasters, and
biological, chemical, nuclear, and radiological emergencies, as well as terrorist threats. The
PHEP cooperative agreement also provides dedicated funding for the Cities Readiness
Initiative (CRI),* which supports MCMDD planning for all hazards in 72 metropolitan areas.
CRIlisintended to help jurisdictions develop the capabilites needed for “U.S. cities to respond
to a large-scale biologic attack, with anthrax as the primary threat consideration” (Executive
Order 13527).12

9 www.orau.gov/snsnet/default.htm. The SNS Extranet is password protected. Login information is available from
the state SNS coordinator or DSLR project officer.

10 www.orau.gov/snsnet/sharepoint-site.htm, registration is required for the SNS SharePoint site and instructions for
registration are available on the front page.

11 www.cdc.gov/phpr/stockpile/cri

12 www.fas.org/irp/offdocs/eo/e0-13527.htm
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In March 2011, CDC released Public Health Preparedness Capabilities: National Standards for
State and Local Planning?? to assist awardees in their public health preparedness planning.
This guide established national standards for state and local public health preparedness
capabilities-based planning and assists state and local public health planners in identifying
gaps in preparedness, determining specific jurisdictional priorities, and developing plans for
building and sustaining public health capabilities. Two of the 15 public health preparedness
capabilities include standards for MCMDD. The PHEP cooperative agreement provides
funding, technical assistance, and other resources that support state, local, and territorial
public health departments in demonstrating measurable and sustainable progress toward
achieving the 15 public health preparedness capabilities.

Medical Countermeasure Operational Readiness Reviews

DSLR project officers assess jurisdictional MCMDD planning and preparedness through annual
reviews that aid jurisdictions in identifying gaps in their plans to receive and manage MCMs.
Project officers work collaboratively with jurisdictions to schedule and conduct these reviews
and assess each jurisdiction’s planning efforts. For over ten years, CDC conducted SNS
technical assistance reviews (TARs) to assess state, local, and territorial MCM plans and
provide a score between 0 and 100 using the state, local, orisland TAR tool. Effective July
2014, CDC is updating the medical countermeasure assessment to facilitate review of MCM
plans for operational capability. CDC designed the updated operational readiness
assessment to improve and advance state, local, and territorial MCM planning and response
and to align MCM planning with the 15 public health preparedness capabilities.

Using This Preparedness Guide

Previous versions of this guide focused significantly on the scenario of a release of aerosolized
anthrax, which would require jurisdictions to prepare for dispensing MCMs within 48 hours.
However, Version 11 takes into account a growing range of threats, changes to the amount
and variety of stockpiled assets, and the existence of more comprehensive planning and
preparedness processes in many jurisdictions. Considering the wide variety of potential public
health threats and MCMs available to mitigate those threats, planning for this type of
emergency response should be scalable and flexible.

Maintaining a state of readiness through constant planning is a central theme of this guide,
but planning alone is not enough. The purpose of MCMDD preparedness planning is to build
the capability to respond effectively, save lives, and prevent disease. Once the jurisdiction
develops an MCMDD plan, it should implement the plan with people and resources
identified to support it. Jurisdictions should maintain preparedness through regular

e Planning and review of existing plans;
Training of the primary and back-up personnel who will staff the plan functions;
Exercising the functions in the plan;
Evaluating staff readiness and whether plans are operational;
Assessing the adequacy of facilities vital to the jurisdiction’s infrastructure; and

13 www.cdc.gov/phpr/capabilities
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¢ Reviewing and updating written agreements that will ensure use of any facilities or

equipment.

To foster an all-hazards approach to planning, the chapters of this guidance do not mirror
previous versions. Chapter 1 of this guide outlines the concept of operations for a large-scale
response in which jurisdictions may request federal assets, while Chapters 2 through 13
represent the 12 functional areas of MCMDD planning. CDC removed the repackaging

function as DSNS established contingency
contracts with firms that can repackage
tens of thousands of regimens per day and
have agreed to use their production lines to
repackage SNS assets during a large-scale
public health emergency. The components
of the SNS formulary mentioned in this
overview are described in greater detail in
the following chapters and appendices.

Realizing that most planners will not read this
guide in a single sitting, each chapter is
designed to stand alone — with individual
page numbers and acronyms defined - to
facilitate use by and sharing among various
public health and emergency response
partners. Planners may choose to print this
guide, along with its table of contents and
title page, and keep in a notebook with
separate tabs for each chapter, or planners
can use the electronic version, which has
bookmarks for each chapter. The
developers of this document
(representatives from DSNS and DSLR)
sincerely hope that this updated guidance
provides a comprehensive picture of the
MCMDD planning process and assists SLTT
partners in developing scalable and flexible
MCMDD plans.

Introduction to the Strategic National Stockpile

12 Functional Areas of MCMDD Planning

e Developing a Medical Countermeasure
Response Plan

¢ Management of Medical Countermeasure
Operations

¢ Requesting Strategic National Stockpile
Assets

e Receiving, Staging, and Storing Medical
Countermeasures

e Managing Medical Countermeasure
Inventory

¢ Distributing Medical Countermeasures
¢ Dispensing Medical Countermeasures
¢ Public Information and Communication
e Strategic and Tactical Communications

e Securing Assets, Personnel, and
Operations

e Hospital and Treatment Center
Coordination

e Training, Exercising, and Evaluating Plans
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The Strategic National
Stockpile Formulary

The items included in the Strategic National Stockpile (SNS) are referred to as its formulary.
Various federal workgroups and agencies collaborate to determine which items to include in
the formulary based on specific threats to the United States as well as other factors. The SNS
formulary has grown to encompass a wide range of medical countermeasures (MCMs),
including both pharmaceutical interventions (e.g., vaccines, antimicrobials, antidotes, and
antitoxins) and non-pharmaceutical interventions (e.g., ventilators and personal protective
equipment [PPE]). These MCMs can be used to prevent, mitigate, or treat adverse health
effects from any type of public health emergency, whether man-made or naturally
occurring. The SNS formulary is configured in various response capabilities to facilitate rapid
movement around the nation. Understanding how the SNS formulary is selected, what assets
are available, and how the Centers for Disease Control and Prevention (CDC) will deploy
those assets can aid jurisdictions in developing plans for requesting, receiving, distributing,
and dispensing MCMs.

Understanding SNS Formulary Development

The Public Health Emergency Medical Countermeasures Enterprise (PHEMCE)! determines
which products to include in the SNS formulary. PHEMCE is a federal interagency working
group consisting of members from the Department of Health and Human Services (HHS),
including members from CDC, the National Institutes of Health (NIH), and the U.S. Food and
Drug Administration (FDA); the U.S. Department of Homeland Security (DHS); the Veterans
Administration (VA); and the Department of Defense (DoD). PHEMCE subject matter experts
review threat assessments, collaborate to determine specific MCMs required to respond to
those threats, and recommend specific MCMs for inclusion in the SNS formulary.

While many countermeasures included in the SNS formulary are readily available, the
Biomedical Advanced Research and Development Authority (BARDA)?2 assists in obtaining
products that are not available in the marketplace by facilitating the development of new
MCMs to treat specific disease conditions. BARDA was established through the Pandemic
and All-hazards Preparedness Act (PAHPA)3 of 2006 as the focal point within HHS for the

1 http://www.phe.gov/Preparedness/mcm/Pages/default.aspx

2 www.phe.gov/about/barda/Pages/default.aspx

3 www.phe.gov/preparedness/legal/pahpa/pages/default.aspx
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advanced development and acquisition of MCMs. BARDA manages Project BioShield,*
which includes the procurement and advanced development of MCMs for chemical,
biological, radiological, and nuclear (CBRN) agents. Project BioShield also includes the
advanced development and procurement of MCMs for disease outbreaks outside of its
CBRN scope, such as influenza pandemics and other emerging infectious diseases. In
addition, BARDA manages PHEMCE.

While PHEMCE identifies the most effective MCMs, other factors are considered when
selecting items for the SNS formulary. Consequently, each item included in the SNS formulary
is selected based on specific criteria, which can be defined by the mnemonic REASON (See
Figure F-1).

R — Rotation

E — Effectiveness

A — Availability

S — Storage Considerations

O — Other Considerations

N — Need for Ancillary Supplies

Figure F-1: REASON mnemonic

Each item considered forinclusion in the SNS formulary is reviewed under REASON to
determine its rotation capability for going back into the commercial market; its effectiveness
against specific disease agents; its supply availability in the commercial market; its storage
considerations; other considerations, such as the costs for obtaining and maintaining the
product, the multiplicity of the product use against various disease agents, and the
regulatory requirements; and what ancillary supplies (e.g., intravenous sets, needles, etc.)
are needed to support product use.

In general, the SNS contents are categorized based on specific threats, including Category A
agents, radiological and nuclear, chemical, bacterial, and influenza (see Table F.1).

While it is important to note that Table F.1 depicts the broader category of assets in the SNS,
a variety of planning considerations can impact a jurisdiction’s ability to receive, distribute,
and dispense certain items to the affected populations quickly and efficiently. For example,

4 www.medicalcountermeasures.gov/barda/cbrn/project-bioshield-overview.aspx
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certain vaccines deployed from the SNS require special cold chain management and
temperature monitoring throughout all levels of distribution to help ensure product stability.
Additionally, some countermeasures, such as anthrax immune globulin, may be delivered
from the SNS directly to hospitals as opposed to receipt, stage, store (RSS) facilities.

Table F.1: SNS Formulary by Specific Threat*

Threat Key SNS Products to Treat/Prevent lliness from Threat

Anthrax Antimicrobials (ciprofloxacin, doxycycline, amoxicilin, penicillin,
clindamycin, rifampin, vancomycin, levofloxacin); anthrax immune
globulin (AIG); raxibacumab; and anthrax vaccine adsorbed (AVA)

Plague Antimicrobials (ciprofloxacin, doxycycline, gentamicin, levofloxacin)

Tularemia Antimicrobials (ciprofloxacin, doxycycline, gentamicin)

Smallpox Vaccine (ACAM2000, Aventis Pasteur-WetVax, Modified Vaccinia
Ankara)

Treatment of adverse reactions to vaccine: vaccinia immune globulin
(VIG); cidofovir; tecovirimat for treatment of smallpox and treatment
of complications from smallpox vaccine

Botulism Antitoxins (Heptavalent A and botulinum antitoxin)
Chemical CHEMPACK - atropine, pralidoxime, diazepam, Mark 1 kits/DuoDotes
Radiation Prussian blue; calcium- (Ca) and zinc (Zn)-Diethylenetriamine

pentaacetic acid (DTPA); granulocyte colony-stimulating factor, such
as Neupogen® (filgrastim); antiemetics; limited IV antimicrobials for
secondary infections

Burn/Blast Medical/surgical supplies; IV fluids

Influenza (Pandemic) Antiviral drugs (oseltamivir and zanamivir); personal protective
equipment (PPE) (gloves, N-95 respirators and surgical masks, gowns);
limited IV antimicrobials for secondary infections

Natural Disasters Medical/surgical supplies and equipment; IV fluids; Federal Medical
Stations (FMS)

* The SNS has medical supplies and equipment, including a limited number of ventilators, to support all
threats listed in Table F.1.

Anthrax Vaccine Adsorbed (AVA), ABthrax, and Anthrax Immune Globulin (AIG)

Anthrax vaccine adsorbed (AVA) can be used as pre- and post-exposure prophylaxis for
people who potentially may be exposed to Bacillus anthracis and, in some cases, people
who are suspected of having been exposed to B. anthracis. Pre-exposure vaccine use is
limited to military personnel and laboratorians working directly with the disease agent,
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though may be soon become available to emergency responders. Only pre-exposure
vaccination is FDA approved. SNS holds a limited supply of AVA. Jurisdictions should be
aware that during an anthrax response, AVA can be administered to all adults (those over
18) under an Emergency Use Authorization (EUA)S for post-exposure prophylaxis, but for
pediatric patients, AVA will require an Investigational New Drug (IND) protocol.¢ Chapter 8:
Dispensing Medical Countermeasures provides further information on INDs and EUAs.

ABthrax® (raxibacumab) is FDA approved for prophylaxis and for treatment of severe anthrax
disease following exposure to B. anthracis. Raxibacumab can be used for treatment of
inhalation anthrax in combination with appropriate antimicrobial drugs, as well as for
prophylaxis of inhalation anthrax when alternative therapies are not available or
appropriate. A limited supply of raxibacumab is available from the SNS on a patient-by-
patient basis.

Anthrax immune globulin (AIG) can be used for the treatment of severe anthrax disease
following exposure to B. anthracis. A limited supply of AIG is available from the SNS under an
EUA on a patient-by-patient basis.

Smallpox Vaccine, Modified Vaccinia Ankara (MVA), Tecovirimat, Vaccinia Immune
Globulin (VIG), and Cidofovir

SNS maintains enough smallpox vaccine and the required ancillary supplies to immunize the
entire population of the United States, its territories, commonwealths, and freely associated
states. Should distribution and dispensing of smallpox vaccine become necessary, CDC’s
National Center for Immunization and Respiratory Diseases (NCIRD)? will prioritize the vaccine
distribution for jurisdictions with confirmed cases of smallpox and/or confirmed contacts to
smallpox cases in accordance with the CDC Smallpox Response Plan.8 CDC will receive a
smallpox vaccine deployment order from federal authorities once specific criteria have been
confirmed.

Smallpox vaccine also can be used for pre- and post-exposure prophylaxis for people who
may be or have been exposed to variola major. Pre-exposure vaccine use is limited to
military personnel and laboratorians working directly with the disease agent.

Modified Vaccinia Ankara (MVA) is an attenuated vaccine that can be used under an EUA
as prophylaxis for specific immune compromised persons (those with certain T-cell counts
and atopic dermatitis) who may be or have been exposed to variola major. The SNS has
limited quantities of MVA.

5 www.fda.gov/Regulatoryinformation/Guidances/ucm125127.htm

6 www.fda.gov/Regulatorylnformation/Guidances/ucm126491.htm

7 www.cdc.gov/ncird

8 www.bt.cdc.gov/agent/smallpox/response-plan/files/cover.pdf
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Tecovirimat can be used under an IND protocol to treat smallpox, monkeypox, and other
orthopox virus symptoms, as well as complications from the smallpox vaccine. The SNS has
limited quantities of tecovirimat.

Vaccinia Immune Globulin (VIG) is FDA approved to treat people who experience an
adverse reaction after receiving a smallpox vaccination or being exposed to someone else’s
smallpox vaccination site. The SNS contains limited quantities of VIG.

Cidofovir can be used under an IND protocol to treat people who experience an adverse
reaction after receiving a smallpox vaccination or after being exposed to someone else's
smallpox vaccination site. The SNS contains limited quantities of cidofovir.

Appendix E: Cold Chain Management contains further information on shipping and storing
vaccines and biologics.

Ventilators

The SNS contains a limited number of ventilators. Jurisdictions and their healthcare partners
can request ventilators in response to a public health emergency, but CDC will recover these
items once the public health emergency has been resolved.

Appendix B: Ventilators provides additional information on ventilator use, models included in
the SNS formulary, and links to manuals and instructional videos.

Categorizing SNS Response Capabilities

The SNS is organized for scalable response to a variety of public health emergencies. SNS
assets are stored in facilities that meet conditions compliant with Title 21 of the Code of
Federal Regulations (21CFR205.50)° and are positioned in strategic locations across the
nation. Once ajurisdiction makes a formal request for federal assets and assistance, CDC
considers a variety of distribution methods depending on the threat and number of people
affected. In some cases, SNS is the only repository of certain medications used to treat rare
conditions, such as treatments for those with reactions or exposures to smallpox vaccine. In
such cases, CDC might deploy these assets to treat a single person. For large-scale incidents,
CDC can distribute assets through 12-hour Push Packages, managed inventory, or rapid
purchasing power. For other events, SNS may be the only source of large quantities of
required materials or may be the only source able to move materials rapidly enough to meet
the needs of the jurisdiction and affected population. In addition, because of the need for
immediate administration of some MCMs, such as antidotes to chemical agents, some assets
are pre-positioned in states and localities to allow forimmediate use following an incident in
which local supplies are depleted or do not exist.

9 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=205.50
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12-hour Push Package

If a community experiences a large-scale public health incident in which the disease or
agent is unknown, the first line of SNS support most likely would be a 12-hour Push Package.
The 12-hour Push Package is so named because it can be delivered anywhere in the
contiguous United States within 12 hours of the federal decision to deploy. This distribution
method ships, or “pushes,” a variety of items to the state, which allows jurisdictions to begin or
sustain response efforts without the need to request specific items.

SNS has multiple 12-hour Push Packages located
around the country to facilitate meeting this
timeline. Each 12-hour Push Package contains a
50-ton cache of broad-spectrum medical
supplies, including oral antimicrobials,
intravenous supplies and medications,
respiratory supplies, pediatric supplies, and
medical/surgical supplies designed for rapid
deployment. All items in a 12-hour Push Package
are packed in 130 clear plastic Lexan®
containers on casters to facilitate rapid
movement on and off transportation vehicles
and within a warehouse. Each container is color
coded and numbered to facilitate rapid
organization of materials by those who are
receiving the shipment.

A 12-hour Push Package

Each 12-hour Push Package includes

33 containers of oral antimicrobials (color coded red);

One container of medical/surgical supplies (color coded white);

23 containers of respiratory supplies (color coded blue);

Four containers of pediatric supplies (color coded pink); and

69 containers of intravenous supplies and medications (color coded yellow), including
one container that holds controlled substances.

In addition, pediatric oral antimicrobial suspension is shipped separately when CDC deploys
a 12-hour Push Package.

Chapter 5: Receiving, Staging, and Storing Medical Countermeasures provides further detail
on 12-hour Push Package space and warehouse requirements.

A specific listing and pictorial guide to items in the 12-hour Push Package is available in the
Strategic National Stockpile 12-hour Push Package Product Catalog on the SNS Extranet.10

10 www.orau.gov/snsnet/default.htm. The SNS Extranet is password protected. Login information is available from
the state SNS coordinator or CDC Division of State and Local Readiness (DSLR) project officer.
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Controlled Substances

The SNS contains a variety of drugs classified as controlled substances and each 12-hour Push
Package arrives with one container of controlled substances. Officials who receive and
distribute SNS controlled substances should be advised that they must adhere to all pertinent
local, state, and federal regulations regarding the distribution and dispensing of controlled
substances. These regulations require tracking of distribution and dispensing of controlled
substances from the federal level down to the patient level. Planners should contact the
local Drug Enforcement Administration (DEA)!! office for additional information to ensure that
they meet these federal requirements.

Further information on DEA requirements is available in Chapter 5. Receiving, Staging, and
Storing Medical Countermeasures and in Chapter 6: Managing Medical Countermeasure
Inventory.

Managed Inventory (Ml)

12-hour Push Packages, while a large and significant resource, only make up approximately
2% of the total available SNS medical materials. The majority of SNS assets are kept as
managed inventory (M), which is held in storage sites managed by others for CDC. Ml can
be used to provide additional specific items following deployment of a 12-hour Push
Package or as an initial response, depending on the situation. Ml will arrive within a medically
relevant timeframe after the federal decision to deploy MCMs.

Additional information on Ml appearsin Chapter 5: Receiving, Staging, and Storing Medical
Countermeasures.

Purchasing Power

When tasked by HHS to provide materials not in the SNS inventory, CDC can make purchases
directly from vendors. CDC is able to provide additional medications and medical supplies
through existing contracts with prime vendors. CDC can use this mechanism during an
emergency to rapidly procure additional medications or medical supplies that are not
typically part of the SNS formulary. Direct purchases can take longer to deliver than 12-hour
Push Packages or Ml because CDC cannot control product availability and shipping. Also,
certain required formal requisition and approval procedures during a large-scale incident
may affect the speed with which CDC is able to act on a request for assets. Because of
these factors, CDC cannot provide specific timeframes for direct purchase actions.

Federal Medical Station (FMS)

Federal Medical Stations (FMS) are designed for deployment when communities experience
a widespread terrorism incident or a large-scale natural disaster that incapacitates or
overwhelms the affected area’s medical care delivery system. CDC maintains FMS assets as
deployable 250-bed medical units equipped to provide shelter and care for displaced
individuals who have non-acute medical and mental health or other health-related needs

11 www.justice.gov/dea/about/Domesticoffices.shtml
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not provided for by a general shelter.
Each FMS is a flexible, modular, and
scalable unit that can be staged in a
large local facility within a jurisdiction.
HHS directs the deployment of FMS
based on a request from state officials,
which follows the same request process
as for other SNS assets. Once the FMS is
deployed and set up, it can be
operated with a combination of
federal, state, and local staff.

Appendix A: Federal Medical Stations
provides further information on the FMS
and Chapter 4: Requesting Strategic
National Stockpile Assets provides An FMS staged in an athletic facility
further information on the request

process.

Identifying SNS Response Strategies

In a health emergency, state, local, tribal, and territorial responders will work with HHS, CDC,
and SNS experts who will determine the best method to deploy assets from the SNS. If the
health threat has not been identified, federal authorities might send a 12-hour Push Package
to provide a broad spectrum of MCMs until the specific disease or agent is determined. If the
state or local jurisdiction has already determined the health threat, the federal decision
might be to deploy MI. When it is obvious that a 12-hour Push Package alone would not
meet the needs of the affected jurisdiction, CDC may deploy MI following a previously
deployed 12-hour Push Package. The timeframe in which CDC sends follow-on Ml is
determined by its capability to deploy and the evolving or ongoing needs of the jurisdiction.
As mentioned, CDC might obtain some products through rapid purchase power at the time
of the incident and the timeframe for delivery of these assets cannot be predicted.

Forward Placement of SNS Assets

Some public health emergencies require administration of antidotes or treatments in
timeframes that would make waiting for delivery of SNS assets impractical. For response to
two such incidents, chemical or radiological releases, CDC forward placed MCMs so they will
be available in communities should such incidents occur.

CHEMPACK Program: Exposure to nerve agents requires nearly immediate administration of
chemical antidotes to mitigate illness and injury from exposure. CHEMPACK is a program for
the forward placement of nerve-agent antidotes. CHEMPACK procures and provides
jurisdictions with caches of prefilled syringes of chemical antidote (auto-injectors) and bulk
treatment supplies to care for individuals exposed to nerve agents. The distribution of these
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caches provides a sustainable, reliable resource for nerve-agent treatment supplies and also
improves local responders’ capability to respond quickly to a nerve-agent attack.

Appendix C: CHEMPACK contains additional information on this program.

Diethylenetriamine Pentaacetic Acid (DTPA) Forward Placement Program: Internal
contamination with radioactive materials can result in exposure to life-threatening doses of
ionizing radiation. Removing radioactive material from the body is the best way to reduce
such radiation exposure. Diethylenetriamine pentaacetic acid (DTPA) is an MCM currently
approved by the FDA to treat suspected or known internal contamination with specific
radioactive materials (americium, curium, or plutonium). DTPA is a chelating agent that binds
to these specific radioactive materials so they can be excreted from the body. Forward
placing DTPA allows jurisdictions to mitigate possible health effects of suspected or known
internal contamination to americium, curium, or plutonium due to a radiological incident.

Appendix D: DTPA contains additional information on this program.
Asset Deployment Strategy for Influenza Pandemics

A major component of CDC’s influenza pandemic plan includes large-scale deployment of
federal MCMs to all jurisdictions. This strategy would be accomplished using a population-
based (pro-rata) distribution plan that pushes MCMs to the jurisdictions rather than waiting for
individual requests for assets. CDC maintains MCMs for influenza pandemics as part of SNS
MI. Consequently, jurisdictions should be prepared to receive MCMs, including antiviral drugs,
PPE (including face shields, gowns, and gloves), and respiratory protection devices (RPD) in
three parts. Jurisdictions will receive a percentage of their allocated countermeasures in
each part. Parts 1 and 2 take approximately seven days each for delivery. Part 3 takes
approximately 14 days for delivery (See Table F.2).

Table F.2: Influenza Pandemic Asset Deployment Strategy

Part 1 Part 2 Part 3
25% Antiviral Drugs 25% Antiviral Drugs 50% Antiviral Drugs
25% PPE 25% PPE 50% PPE
25% RPD 25% RPD 50% RPD
25% Antimicrobials 25% Antimicrobials 50% Antimicrobials

CDC Deployment Teams

CDC has the ability to efficiently and effectively deploy personnel to assist jurisdictions during
emergencies. The current deployment strategy allows CDC to respond to up to three
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simultaneous events with a mix of technical expertise specific to each event. The decision to
deploy SNS technical staff will follow consultation with the affected jurisdiction.

Stockpile Services Advance Group (SSAG): Due to increasing capacities of jurisdictions to
receive, distribute, and dispense SNS assets, DSNS created Stockpile Services Advance Group
(SSAG), a tailored pool of specialized responders to assist jurisdictions during a public health
emergency. SSAG is scalable according to the needs of the project area during a specific
incident.

The SSAG will be able to provide subject matter expertise on MCM operations and offer
technical assistance to the jurisdiction while on site or from the CDC Emergency Operations
Center (EOC). They can answer questions concerning SNS assets and response activities,
assist with requests for additional supplies, and provide information on the status of incoming
supplies. SSAG can deploy quickly with needed communication equipment, but the number
of SSAG members deployed will depend on the situation and the type of assistance
requested. Besides using the SSAG, CDC also may provide on-the-ground technical
assistance to jurisdictions through an RSS Task Force or FMS Strike Team.

RSS Task Force: An RSS Task Force includes technical specialists deployed to assist in the RSS
function (see Chapter 5: Receiving, Staging, and Storing Medical Countermeasures for further
information) based on their specific skills to assist in receiving, staging, and storing SNS assets.

FMS Strike Team: An FMS Strike Team includes technical specialists deployed to provide
assistance to jurisdictions and the U.S. Public Health Service Rapid Deployment Force
responsible for the set up and operation of an FMS.
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Chapter 1. Concept of
Medical Countermeasure
Operations

During large-scale emergencies, all partners in the jurisdiction must be aware of their roles,
from whom they will receive information and directives, and to whom they should report. This
is true for a single person in the local health department all the way up to a large federal
agency. In response to a large-scale incident in which medical countermeasures (MCMs)
may be requested, distributed, and dispensed, itis vital that everyone involved in the
response understands how information and materials will move and what their roles will be.
Understanding the overall concept of operations for an emergency response will aid
jurisdictions in developing MCM distribution and dispensing (MCMDD) plans and executing
those plans should it be necessary.

Understanding Federal Response Plans

Since 2001, the federal government has developed multiple strategies, guides, and systems
to assist the nation in preparing for, responding to, and recovering from national
emergencies. Some of these include the National Response Framework (NRF),* the National
Incident Management System (NIMS),2 and presidential directives. All of these fall under the
National Strategy for Homeland Security,?® which provides a common framework through
which the entire nation, including federal, as well as, state, local, territorial, and tribal (SLTT)
governments; private and nonprofit sectors; communities; and individual citizens should
focus homeland security efforts.

1 www.fema.gov/pdf/emergency/nrf/nrf-core.pdf

2 www.fema.gov/emergency/nims

3 www.dhs.gov/national-strategy-homeland-security-october-2007
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Federal Preparedness Directives

Presidential Policy Directive 8 (PPD-8)4 is intended to strengthen the nation’s “security and
resilience through systematic preparation for the threats that pose the greatest risk to the
security of the Nation, including acts of terrorism, cyber attacks, pandemics, and
catastrophic natural disasters.”s The PPD-8 implementation includes three major
components: a national preparedness goal, a national preparedness system, and national
planning frameworks.

Released in September 2011, the national preparedness goal establishes the overall concept
for national preparedness and defines core capabilities that to promote preparedness
activities nationwide. The national preparedness goal reflects the policy direction outlined in
the National Security Strategy (May 2010),5 applicable PPDs, HSPDs, National Security
Presidential Directives, and national strategies.

Released in November 2011, the national preparedness system is designed to help guide the
preparedness efforts of all levels of government, the private and nonprofit sectors, and the
public to build and sustain the capabilities outlined in the national preparedness goal. The
national preparedness system includes “guidance for planning, organization, equipment,
training, and exercises to build and maintain domestic capabilities.”” It provides a strategic
approach to build and sustain a cycle of preparedness activities over time.

The national preparedness system includes a series of integrated national planning
frameworks?® that cover “prevention, protection, mitigation, response, and recovery’®
capabilities. These frameworks are being built on “scalable, flexible, and adaptable
coordinating structures to align key roles and responsibilities to deliver the necessary
capabilities.”10 The frameworks will “be coordinated under a unified system with a common
terminology and approach, built around basic plans that support the all-hazards approach
to preparedness and functional or incident annexes to describe any unique requirements for
particular threats or scenarios, as needed. Each framework shall describe how actions taken
in the framework are coordinated with relevant actions described in the other frameworks
across the preparedness spectrum.”11

4 www.fas.org/irp/offdocs/ppd/index.html

5 Department of Homeland Security. Presidential Policy Directive / PPD-8: National Preparedness [online]. March
30, 2011. Available at URL www.dhs.gov/xabout/laws/gc_1215444247124.shtm.

6 www.whitehouse.gov/sites/default/files/rss_viewer/national_security_strategy.pdf

7 Department of Homeland Security. Presidential Policy Directive / PPD-8: National Preparedness [online]. March
30, 2011. Available at URL www.dhs.gov/xabout/laws/gc_1215444247124.shtm.

8 www.fema.gov/national-planning-frameworks

9 Department of Homeland Security. Presidential Policy Directive / PPD-8: National Preparedness [online]. March
30, 2011. Available at URL www.dhs.gov/xabout/laws/gc_1215444247124.shtm.

10 |bid.
1 |bid.

Page 2 Chapter 1: Concept of Medical Countermeasure Operations

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11


http://www.fas.org/irp/offdocs/ppd/index.html
http://www.dhs.gov/xabout/laws/gc_1215444247124.shtm
http://www.whitehouse.gov/sites/default/files/rss_viewer/national_security_strategy.pdf
http://www.dhs.gov/xabout/laws/gc_1215444247124.shtm
http://www.fema.gov/national-planning-frameworks
http://www.dhs.gov/xabout/laws/gc_1215444247124.shtm

Comprehending the Federal Response Framework

The Homeland Security Act of 200212 created the Department of Homeland Security (DHS)
and assigned of the role of principal federal official for domestic incident management to
the DHS Secretary. To support the secretary’s role and facilitate coordinated national
responses, Homeland Security Presidential Directive 5 (HSPD-5)3 directed DHS to develop a
single, comprehensive management system for responding to incidents. Thus, NIMS4 was
created to provide a consistent template for all levels of government, the private sector, and
nongovernmental organizations (NGOs) to work together to reduce the effects of incidents,
regardless of their cause, location, size, or complexity. NIMS provides the groundwork for
agencies and organizations to collaborate “to prevent, prepare for, respond to, and recover
from terrorist attacks, major disasters, and other emergencies.”?> HSPD-5 also assigns roles to

other federal officials for oversight and authority over various parts of NIMS.

DHS developed the NRF as a guide for
national responses to any type of hazard.
NRF emphasizes a coordinated federal
response requiring layers of mutually
supporting capabilities. SLTT governments
develop functional capabilities and
identify resources that may be required
during an incident. In 2003, the Homeland
Security Council and DHS developed 15
National Planning Scenarios for use in
national homeland security preparedness
activities, including all levels of
government from federal and state,
down to local, territorial, and tribal levels.
These scenarios are broadly applicable;
focus on a range of capabilities;
represent baseline conditions that are
likely to overwhelm SLTT governments;
and represent threats or hazards of
national significance.

The NRF describes in detail how the
federal government will conduct all-
hazards response operations. The NRF
builds on NIMS to provide standard
command and management structures

12 http://www.dhs.gov/xlibrary/assets/hr_5005_enr.pdf

B3 http://www .fas.org/irp/offdocs/nspd/hspd-5.html

14 http://www.fema.gov/emergency/nims

15 http://mmrs.fema.gov/emergency/nims/FAQ.shtm
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15 National Planning Scenarios

Scenario 1: Nuclear Detonation — Improvised
Nuclear Device

Scenario 2: Biological Attack — Aerosol Anthrax

Scenario 3: Biological Disease Outbreak —
Pandemic Influenza

Scenario 4: Biological Attack- Plague

Scenario 5: Chemical Attack — Blister Agent

Scenario 6: Chemical Attfack — Toxic Industrial
Chemicals

Scenario 7: Chemical Attack — Nerve Agent

Scenario 8: Chemical Atfack — Chlorine Tank
Explosion

Scenario 9: Natural Disaster — Major Earthquake

Scenario 10: Natural Disaster — Major Hurricane

Scenario 11: Radiological Attack — Radiological
Dispersal Devices

Scenario 12: Explosives Attack — Bombing Using
Improvised Explosive Devices

Scenario 13: Biological Aftack — Food
Contamination

Scenario 14: Biological Attack — Foreign Animal
Disease (Foot and Mouth Disease)

Scenario 15: Cyber Attack
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that apply to response activities. This consistency serves as the foundation for utilization of
NIMS for all incidents, ranging from responses to daily occurrences to incidents requiring a
coordinated response between SLTT and federal agencies and organizations. The NRF,
through its emergency support function (ESF) annexes, also provides details on specific
capalbilities of various federal agencies and outlines which agencies are responsible for
oversight of certain aspects of the federal response. For public health emergencies,
Emergency Support Function #8 — Public Health and Medical Services Annex (ESF 8)16
delegates responsibility to the Secretary of the Department of Health and Human Services
(HHS). Following the signing of the Pandemic and All-Hazards Preparedness Act (PAHPA)7 in
2006, public health preparedness and recovery activities have been led by the HHS
Secretary’s Office of the Assistant Secretary for Preparedness and Response (ASPR).18

Integrating the Public Health Response at All Levels

Because SNSis one of the federal resources ASPR may deploy in response to incidents at the
SLTT levels, itis important that SLTT planners, officials, and responders understand the federal
response structure and how their response capabilities should be constructed to fit into that
structure. The NRF and NIMS are designed to assist planners and responders at all levels in
integrating their plans for a seamless response during large- or small-scale incidents.

Federal Response

As previously mentioned, federal assistance to supplement SLTT resources is directed by HHS
through ASPR, which coordinates response and recovery actions. Resources will be furnished
when SLTT resources are unavailable or the jurisdiction is overwhelmed and public health or
medical assistance is requested from the federal government.

HHS may direct the Centers for Disease Control and Prevention (CDC) to deploy SNS assets
and appropriate CDC personnel (if required) to assist the affected jurisdiction. Initial
shipments of pre-selected MCMs from the SNS could arrive in varying configurations
depending on the type of MCMs needed for the response. CDC and the Division of Strategic
National Stockpile (DSNS) will activate CDC’s emergency operations center (EOC) and the
DSNS Team Room to manage the deployment of these assets and communicate with the
affected jurisdiction and other federal departments and agencies. Chapter 4: Requesting
Strategic National Stockpile Assets provides further information on the request process and
the response teams.

State, Local, Tribal, and Territorial Responses

Incidents typically begin and end locally. However, large-scale incidents can involve
jurisdictions and organizations at multiple levels. In the early stages of a response, authorities
at local or other levels (depending on the scope of the incident) will need to assess the

18 www.fema.gov/pdf/emergency/nrf/nrf-esf-08.pdf

17 www.phe.gov/preparedness/legal/pahpa/pages/default.aspx

18 www.phe.gov/about/aspr/Pages/default.aspx

Page 4 Chapter 1: Concept of Medical Countermeasure Operations
Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11



http://www.fema.gov/pdf/emergency/nrf/nrf-esf-08.pdf
http://www.phe.gov/preparedness/legal/pahpa/pages/default.aspx
http://www.phe.gov/about/aspr/Pages/default.aspx

situation and determine the appropriate response. Initial actions will include establishment of
an incident command (IC) center and identification of an incident commander. For a small
incident, the incident commander might fulfill all roles required to manage the incident,
including operations, public information, safety, and planning. As the size or scope of the
incident increases, the incident commander may expand the response structure. For a large
multijurisdictional or statewide incident, the IC could quickly become a unified command
Uc).

The response structure should be built to bring support down to the lowest level. A state
response structure could institute a state EOC to support the local EOC. The local

EOC supports the local area command (e.g., local public health EOC, if established) and
the IC or UC post, such as points of dispensing (PODSs) in the case of an incident requiring
dispensing of MCMs. Similarly, the state-level response structure might include a state public
health EOC with liaisons deployed to the state EOC (multi-area command centers) and
other command sites, such as local EOCs and the receipt, stage, store (RSS) facility.

Whether or not response to an incident requires MCMs, planners in the jurisdiction must
ensure plans are in place for the management of receiving, distributing, and dispensing
MCMs from the SNS, or other sources, under the functional areas of the incident command
system (ICS).1® Managing these activities will include
e Coordinating with subordinate or higher level organizations/agencies for personnel,
material, or other resources;
Mobilizing personnel and resources to sites of operation;
e Managing communications and reporting systems between the various lead
personnel for MCM activities;
e Operating an RSS site to receive and process MCMs for distribution;
o Distributing MCMs from the RSS to points of use, including PODs, hospitals, and
treatment centers;
e Establishing and maintaining communication between command management and
supporting activities;
Activating and operating PODs;
e Providing information to the public; and
e Providing security for all MCMDD-related activities.

CDC has identified activities critical to the successful management of operations involving
the receipt, distribution, and dispensing of MCMs and these can be incorporated under the
functional areas of ICS for broader all-hazards responses.

Using the Incident Command System and Unified Command

The Federal Emergency Management Agency (FEMA) describes the incident command
system (ICS) as “a standardized, on-scene, all-hazards incident management approach that
¢ Allows for the integration of facilities, equipment, personnel, procedures, and
communications operating within a common organizational structure;

19 www.fema.gov/emergency/nims/IncidentCommandSystem.shtm
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¢ Enables a coordinated response among various jurisdictions and functional agencies,
both public and private; and
e Establishes common processes for planning and managing resources.”20

ICS is flexible; can be used for incidents of any type, scope, or complexity; and can be
applied across disciplines. ICS is used by all levels of government and by many NGOs and the
private sector. The typical ICS structure facilitates activities in five major functional areas:
command, operations, planning, logistics, and finance/administration. Depending on the
type and scope of the response, some functional areas may not be used. A potential sixth
functional area, Intelligence/Investigations, is activated on a case-by-case basis.?! Figure 1-2
shows a sample ICS structure.

Incident

Command

Public Information
Officer

Safety
Officer

Liaison
Officer

Operations Planning Logistics Finance/Admin
Section Section Section Section

During an emergency response, the jurisdiction (whether federal, state, local, territorial, or
tribal) will likely activate an incident command (IC). The public information officer, the safety
officer, and the liaison officer, report directly to IC. Because multiple agencies may have
leadership responsibilities during a large-scale incident, ICS uses a unified command (UC)
model that allows multiple stakeholders to simultaneously participation in incident

2 Federal Emergency Management Agency (FEMA). ICS Overview [online]. Available at URL
www.fema.gov/emergency/nims/IncidentCommandSystem.shtm.

21 From the Federal Emergency Management Agency (FEMA), ICS overview; available at URL
www.fema.gov/emergency/nims/IncidentCommandSystem.shtm.
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management, which in turn supports consistent actions within the response system and
provides a cohesive response system between a variety of agencies, jurisdictions, and
response partners.

The UC conceptis particularly relevant to public health and medical partners whose primary
responsibilities during emergencies include the safety and welfare of responders and the
general public. In addition, the UC model provides a mechanism for public health and
medical practitioners to be directly involved in decisions related to the response.

UC facilitates an effective coordinated response by bringing together all incident managers
involved in the response, while simultaneously allowing them to continue to perform the
duties of their own jurisdiction or discipline. UC
provides a platform for the leaders of various
agencies and organizations to work jointly on
decision-making and sustain an integrated
response. UC allows responders to overcome
barriers that may exist due to

e Geographic boundaries;

¢ Government levels;

¢ Functional and/or statutory

responsibilities; or
¢ Any combination of the above.?2

The UC concept is particularly
relevant to public health and
medical partners whose primary
responsibilities during emergencies
include the safety and welfare of
responders and the general public.

During an incident, members of the UC should develop an incident action plan (IAP), which
documents incident-specific objectives and the agencies and organizations to which those
objectives are delineated. UC provides guidance throughout an incident by using

¢ Assingle integrated management structure for the emergency response;

¢ Shared or co-located management facilities;

¢ Assingle planning process and IAP (single set of goals and objectives); and

¢ A coordinated process for requesting and managing resources.23

State and local SNS planners, working through ICS and incorporated in the UC, can assist
other partners in determining specific IAPs for an MCMDD response. Chapter 3: Management
of Medical Countermeasure Operations provides more specific information on the MCM
operations team and where they fit into the ICS structure.

Requesting Assistance

During an incident, jurisdictions should quickly assess all available resources and capabilities.
When the jurisdictional resources and capabilities are depleted or unavailable, the

22 Health and Human Services. Medical Surge Capacity and Capability: A Management System for Integrating
Medical and Health Resources During Large-Scale Emergencies (2007). Available at URL
www.phe.gov/Preparedness/planning/mscc/handbook/chapterl/Pages/theincidentcommand.aspxf.

23 Health and Human Services. Medical Surge Capacity and Capability: A Management System for Integrating
Medical and Health Resources During Large-Scale Emergencies (2007). Available at URL
www.phe.gov/Preparedness/planning/mscc/handbook/chapterl/Pages/theincidentcommand.aspxf.
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jurisdiction should know where to turn for assistance and to what agencies or organizations to
direct requests. The IC/UC and emergency operations center (EOC) should be the central
point of contact for information and requests coming into and leaving the jurisdictional level,
regardless of whether it is the local, territorial, tribal, state, or federal jurisdiction.

During a response, IC/UC will identify resource requirements and communicate needs
through the area command (if established) to the local EOC. If possible, the local EOC will
fulfill the need, but if local resources are unavailable, the EOC may request assistance
through mutual aid agreements and assistance agreements with private-sector partners and
NGO:s.

In most incidents, local resources and local mutual aid and assistance agreements will
provide the first ine of emergency response and incident management. If the local
jurisdiction is unable to sustain the response, they may request assistance from the state,
which in turn will supply resources, if possible. However, if the state cannot meet the needs of
the local jurisdiction, then officials may arrange support from another state through an
agreement, such as the Emergency Management Assistance Compact (EMAC), or through
assistance agreements with NGOs. If additional resources and/or capabillities are required
beyond those available through interstate agreements, the governor (or his/her designee)
may ask for federal assistance.

The federal government will collaborate with SLTT officials on the decision to deploy assets.
Federal assistance may be provided under various federal authorities. If a governor (or
his/her designee) requests a disaster declaration, the president will consider the entirety of
the situation, including damage assessments and needs, and may declare a major disaster
under section 401 of the Robert T. Stafford Disaster Relief and Emergency Assistance Act
(Stafford Act).24 However, the HHS Secretary, or the Assistant Secretary for Preparedness and
Response (ASPR) under the HHS Secretary’s authority, may direct CDC to deploy SNS assets
prior to receiving a formal request or before a federal disaster or public health emergency
declaration. Also, HHS/ASPR may direct CDC to deploy SNS assets before the president
initiates a coordinated federal response. In cases in which there is time to assess the
requirements and plan for a catastrophic incident (e.g., a major hurricane or flooding), in
coordination with SLTT jurisdictions, federal assets may be pre-positioned in the anticipated
affected area and tailored to address the specific situation. Depending on the specifics and
magnitude of the incident, officials may establish a joint field office (JFO) to manage federal
assistance (e.g., technical specialists, funding, and resources and equipment). Figure 1-3
illustrates how DHS envisions the flow of resources and requests for assistance between SLTT
jurisdictions and the federal government.

24 ywww.fema.gov/about/stafact.shtm

Page 8 Chapter 1: Concept of Medical Countermeasure Operations

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11


http://www.fema.gov/about/stafact.shtm

Joint Field Office
l Federal Agencies and Departments* J

2
jcal i Reso, . f}
Tectc‘{‘a‘vfi;sts Feinding antgces o
Spe &
v-
/ HESeEaasTn \ Intrastate Mutual Aid/
{ Interstate Mutual Aid
__________ (EMAC)/Private Sector/
NGO Assistance
=

Local-to-Local
Mutual Aid/
Private Sector/
NGO Assistance

Eocal EOCs |[$=x=rnnas

Coordination

I
1
1
1
1
1
I
1
I
I
1
1
]
1
[
1
1
1
1
1
1
]
L}
1
1
1
1
1
i
1
]
1
L}
1
L}
I
1
1
(]

Command

1 Area Command/ - i
1 Unified Area Command * :
1
i

]
i I Incident Command/Unified Command

*Some Federal agencies (U.S. Coast Guard, Environmental Protection Agency, etc.)
have statutory responsibility for response and may coordinate and/or integrate
directly with affected jurisdictions.

Figure 1-3: Flow of requests and assistance during large-scale emergencies (From
Department of Homeland Security. National Incident Management System. 2008
[online]. Available at URL www.fema.gov/pdf/emergency/nims/NIMS_core.pdf.)

In a large-scale emergency in which SNS assets are required, planners will need to activate
the MCM operations team to coordinate SNS activities throughout the jurisdiction. Chapter 3:
Management of Medical Countermeasure Operations details the organization and structure
of the MCM operations team. However, it isimportant to note here that this team will need
communications and reporting systems at all jurisdictional levels (federal, state, local,
territorial, regional, and tribal) to ensure orders and directives are received and information
flows throughout the affected jurisdiction and back to the federal level.

Regardless of the type of incident, officials should quickly assess and clearly identify
capability shortfalls and accurately communicate the jurisdiction’s requirements during the
request process. This is especially important for requests sent to the federal government as it
will enable federal officials to identify resources and support SLTT responders as quickly and
efficiently as possible. It isimportant to note that during the request process, states should
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request a capability, not a specific resource. For example, in a large-scale disease outbreak,
the state can request additional MCMs from the federal government without specifying a
source (e.g., a 12-hour Push Package from the SNS). The federal government will then
determine available resources for delivery to the affected area in the shortest timeframe.
Chapter 4: Requesting Strategic National Stockpile Assets provides further detail on the
federal request process and specific detail on requesting MCMs.

Learning NRF, NIMS, and ICS

FEMA offers courses through the Emergency Management Institute (EMI) to assist planners in
learning ICS. Courses offered through EMI meet the requirements specified in NIMS and are
developed collaboratively with the National Wildfire Coordinating Group (NWCG), the
United States Fire Administration, and the United States Department of Agriculture (USDA).
This site also identifies those courses critical to train personnel capable of implementing all
functions of emergency management. To view coursework offered through EMI, visit
http://training.fema.gov/IS/NIMS.asp.

EMI also provides ICS Training Courses that establish the NIMS core curriculum to train
emergency and incident response personnel on all concepts and principles of each NIMS
component and recommends ICS coursework for various response levels. To view
coursework, visit http://training.fema.gov/EMIWeb/1S/ICSResource/TrainingMaterials.htm.

EMI also offers many courses online through its Independent Study Program (ISP). To view or
register for online courses, planners can visit the ISP website at http://training.fema.gov/IS.

In addition, FEMA'’s Integrated Emergency Management Course (IEMC) introduces the NRF
and reinforces the understanding of the roles and relationships among federal and SLTT
emergency management organizations, as well as private sector agencies and NGOs. EMC
emphasizes the requirement for all emergency management stakeholders to operate in an
integrated, collaborative environment when responding to any incident. Planners can find
further information on IEMC at the FEMA website,
www.fema.gov/emergency/nims/NIMSTrainingCourses.shtm#item4.
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Chapter 2: Developing a

Medical Countermeasure
Response Plan

The threat of a large-scale public health emergency is of great concern to federal, state,
local, tribal, and territorial authorities. In the event of a chemical, biological, radiological,
nuclear (CBRN) incident, the rapid dispensing of medical countermeasures (MCMs) may be
essential to reduce morbidity and mortality in the affected community. Developing
comprehensive, written plans to receive, distribute, and dispense Strategic National Stockpile
(SNS) assets is imperative to the mission of getting MCMs to the affected population as
quickly and efficiently as possible.

While there are special considerations involved in preparing for a large-scale public health
emergency in which MCMs would be required, planning for such an incident will involve
multiple agencies and disciplines and should be included in the all-hazards plans for the
jurisdiction. Many other agencies and organizations are planning for emergency responses,
and the Centers for Disease Control and Prevention (CDC) recommends that plans to
receive, distribute, and dispense MCMs be part of state and local all-hazards response plans.
By coordinating with other agencies, planners can ensure that the MCM distribution and
dispensing (MCMDD) plan integrates into the state and local response structures.

State and local MCMDD plans should address all of the functions required to receive,
distribute, and dispense MCMs, including

¢ Managing MCM operations;
Requesting SNS assets;
Receiving, staging, and storing MCMs;
Managing MCM inventory;
Distributing MCMs;
Dispensing MCMs;
Public information and communication;
Strategic and tactical communications;
Security;
Hospital and treatment center coordination; and
Training, exercising, and evaluating plans.
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The MCMDD plan, including these functional elements, should be written; contain the goals
and objectives of each of the functions; list the actions, procedures, or processes required to
achieve those goals and objectives; align with the all-hazards response plans within the
jurisdiction; and be operational.

Working with the Planning Process

Many federal resources exist to assist planners in developing comprehensive preparedness
plans, including plans for the receipt, distribution, and dispensing of MCMs. Using these
resources, planners can ensure that their written plans align with federal plans for the
smoothest transfer of MCMs from the federal government, to the state or territory, for
distribution down to the local level.

Planning is the continuous process through which jurisdictions develop, validate, and
maintain plans, policies, and procedures. The jurisdictional planning effort should include
federal, state, local, tribal, and territorial governments, non-governmental organizations
(NGO:s), and the private sector. The Federal Emergency Management Agency (FEMA) and
the Department of Homeland Security (DHS) both state that “Strategic and operational
planning establishes priorities, identifies expected levels of performance and capability
requirements, provides the standard for assessing capabilities and helps stakeholders learn
their roles.”1.2

The plans, policies, and procedures developed through the planning process should describe
how jurisdictions will prioritize, coordinate, manage, and support personnel, information,
equipment, and resources to prevent, protect, mitigate against, respond to, and recover
from catastrophic incidents. When accomplished properly, planning provides a methodical
way to work through the entire life cycle of a potential crisis, determine required capabilities,
and help stakeholders learn and practice their roles. A well-developed plan directs the way
in which a jurisdiction envisions and shares a desired outcome, selects effective ways to
achieve it, and communicates expected results.

An effective written plan conveys the goals and An effective written plan conveys
objectives of the intended operation (e.g., the the goals and objectives of the
receipt, distribution, and dispensing of MCMs) and intended operation and the
the actions needed to achieve it. However, the actions needed to achieve it.
process of planning is just as important as the written

plan that results from it. Consequently, the planning

effort should not focus strictly on the act of developing a written plan to support MCMDD
response operations, but should focus more on the ability of the plan to achieve its concept
of operations. Coordination among multiple response agencies will ensure that MCMDD
plans will result in successful operations because all entities involved will know their roles,
accept them, and understand how they fit into the overall plan. In developing the written

1 www.fema.gov/national-preparedness/plan

2 www.dhs.gov/topic/plan-and-prepare-disasters
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MCMDD plan, planners also should remember that plans are not scripts followed to the letter
but rather are flexible and adaptable to the actual situation.

During the planning process, planners should to ensure that the plans support the intended
operational capabilities given the current resources available within their jurisdictions. Plans
also should ensure that in the
absence of sufficient resources, or in
those areas where gaps exist,
jurisdictions are able to successfully
obtain resources through the
appropriate coordination, whether

through emergency agreements or pSit_ratbgglc
requests for assistance. O oel

guidance

To develop effective MCMDD plans,
planners should look to FEMA’s
Developing and Maintaining
Emergency Operations Plans:
Comprehensive Preparedness Guide
101, Version 2.0 (CPG 101).3 CPG 101
provides information on developing
strategic plans through horizontal
coordination and vertical integration Tactical

of plans among all levels and Personnel, equipment, and resource management
sectors. CPG 101 includes concepts
from operations planning research
and day-to-day experience that
can assist planners in integrating

Figure 2-1: Relationship between strategic operational and
tactical planning (From Federal Emergency Management

plans throughout the jurisdiction. In Agency [FEMA]. Developing and Maintaining Emergency
addition, CPG 101 guides planners in Operations Plans: Comprehensive Preparedness Guide 101,
developing plans for the three tiers Version 2.0. 2010)

of planning: strategic planning,

operational planning, and tactical (incident scene) planning (see Figure 2-1). According to
CPG 101, this type of strategic planning sets the context and expectations for operational
planning, while operational planning provides the framework for tactical planning and all
three tiers of planning occur at all levels of government.

Determining Planning Jurisdictions

When it comes to planning for large-scale public health emergencies, it is often difficult to
determine where one planning jurisdiction ends and the next begins. State and territorial
planners may find that they need to work with neighboring states and even neighboring
countries or territories. At the same time, city, county, and other local planners may find that
their jurisdiction continues to expand beyond the originally defined borders. Planners who are

3 www.fema.gov/pdf/about/divisions/npd/CPG_101 V2.pdf
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aware that their jurisdiction may overlap several neighboring jurisdictions can use this to their
advantage by coordinating with neighbors to share plans and resources.

For example, metropolitan statistical areas (MSAs) generally are comprised of multiple
overlapping geographic, political, jurisdictional, and planning boundaries divided into
counties, regions, or districts. These boundaries typically are developed for the purpose of
satisfying legislative or political requirements or organizational, operational, and planning
needs for local, county, regional, or state agencies.

In the midst of a public health emergency, especially one that requires the dispensing of
MCMs, working through multiple planning jurisdictions with autonomous response plans may
lead to confusion and delays in the response. By integrating and regionalizing response
plans, jurisdictions can ensure continuity of operations across an MSA, state, or multiple states
within a planning jurisdiction. This type of regionalization also allows jurisdictional partners to
pool resources for the benefit of everyone in an affected area.

Additionally, with recent budget cuts and the loss of public health personnel, eliminating
jurisdictional and political boundaries for the purpose of developing a joint, singular planning
jurisdiction will benefit planners by allowing for a single plan requirement and a single
jurisdictional operational requirement for drills and exercises as defined in the 2012 Public
Health Emergency Preparedness (PHEP) cooperative agreement.4 Chapter 13: Training,
Exercising, and Evaluating Plans provides further information on drill and exercise
requirements.

Consequently, CDC encourages Cities Readiness initiative (CRI)® jurisdictions to consider
opportunities for planning coordination that involve regionalization, coalition building, and
partnering to distribute MCMs within a single plan. With this in mind, CDC provides the
following criteria for meeting the 2012 — 2017 PHEP cooperative agreement requirements as a
single, combined MCM dispensing planning jurisdiction:
¢ All entities within the planning jurisdiction will adhere to one basic MCM response plan
with overarching guidance provided by the state.
e Individual planning nuances may be captured in planning annexes.
¢ One local MCM operational planning assessment (formerly known as local technical
assistance review, or LTAR) will be conducted in the jurisdiction.
¢ Alllocal planning jurisdictions will participate in the planning and execution of all
required operational drills.
¢ Alllocal planning jurisdictions will participate in the planning and execution of all
required full-scale dispensing exercises in accordance with Homeland Security
Exercise and Evaluation Program (HSEEP)¢ standards.

4 www.cdc.gov/phpr/coopagreement.htm

5 www.bt.cdc.gov/cri

6 https://hseep.dhs.gov/pages/1001_HSEEP7.aspx

Page 4 Chapter 2: Developing a Medical Countermeasure Response Plan

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11


http://www.cdc.gov/phpr/coopagreement.htm
http://www.bt.cdc.gov/cri
https://hseep.dhs.gov/pages/1001_HSEEP7.aspx

¢ During an actual or exercised MCM response, all local planning jurisdictions will pre-
designate, in the MCM response plan, representation to serve in a unified command
(UC) structure.

¢ The UC will operate in accordance within National Incident Management System
(NIMS)7 and the Incident Command System (ICS).8

e The UC will develop operational objectives that encompass the entire planning area
for the Incident Action Plan.®

¢ The UC will establish the ICS structure for the MCM response.

Identify Unique Planning Jurisdictions

For state and local jurisdictions that include military installations, tribal nations, and federal
agencies, a unique set of challenges can arise for coordinating the receipt, distribution, and
dispensing of MCMs. While planners sometimes mistakenly believe that these unique
jurisdictions are autonomous or will be covered by federal agencies during an emergency,
responsibility for these entities actually falls to the state and local jurisdictions in which they
are located. Another population segment, those with functional needs (e.g., those who have
difficulty communicating or have mobility challenges), can be difficult to reach, especially
during an emergency. Therefore, plans should provide specific details for addressing these
additional segments of the population and planners should work with appropriate contacts
within these unique jurisdictions to coordinate planning efforts.

Military Installations

The Department of Defense (DoD) issued an instructional memo, DoD Directive 6200.3
(Emergency Health Powers on Military Installations),° that establishes a DoD policy under
applicable law, to protect installations, facilities, and personnel in the event of a public
health emergency due to biological warfare, terrorism, or communicable disease epidemic
or other public health emergency. However, it is important to note that military installations
do not have MCMs available to protect active duty personnel, contractors, or the family
members living in these communities. It is the role of state and local public health to include
the staff and family members of military installations in the total population for the jurisdiction
and plan for distribution and dispensing of MCMs for that portion of the community. DoD
Directive 6200.3 requires military commanders to designate a public health emergency
officer (PHEQ). The role of the PHEO is to maintain close contact and seek close coordination
with the local and state health departments and CDC concerning all actions taken under
this directive. Planners should contact their state or local emergency management officials
for a list of DoD liaisons or their jurisdiction’s PHEO, if needed.

7 www.fema.gov/emergency/nims/AboutNIMS.shtm

8 www.fema.gov/emergency/nims/IncidentCommandSystem.shtm

9 www.phe.gov/Preparedness/planning/mscc/handbook/pages/appendixc.aspx

10 www.dtic.mil/whs/directives/corres/pdf/620003p.pdf
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Employees of Federal Agencies

Many planners mistakenly believe that federal agencies have access to MCMs separate
from the state or local plan, either through caches at their facilities or direct federal delivery.
However, it isimportant to note that there is no federal-to-federal delivery mechanism and
just as with DoD, federal agencies do not typically have their own caches of MCMs. When
the state receives SNS assets, planners should have a plan for dispensing to everyone residing
in or visiting the state, regardless of employer. However, CDC has been reaching out to
federal employers to encourage federal agencies to work with their local health
departments to develop plans for dispensing to their employees by setting up internal
dispensing sites at their facilities. Further information on dispensing to businesses isincluded in
Chapter 8: Dispensing Medical Countermeasures.

Tribal Nations

Jurisdictions should coordinate and collaborate with American Indian and Alaska Native
(AI/AN) tribes through a memorandum of agreement (MOA) or memorandum of
understanding (MOU) that ensures those living on tribal lands will receive MCMs. Al/AN tribal
members may receive MCMs through a local health department point of dispensing (POD);
hosting their own PODs on tribal lands; or arranging with the Indian Health Service to provide
MCMs. Regardless, the state is responsible for developing the MCM distribution system and it
is vital that state and local planners coordinate with their tribal populations to ensure
everyone in the affected communities has access to MCMs during an incident.

At-risk Populations

HHS defines at-risk populations as people with needs in five functional areas.!! These needs
can make people more vulnerable before, during, and after an incident. According to HHS,
members of at-risk populations may have additional needs in one or more of the following
functional areas:
¢ Maintaining Independence - Individuals in need of support that enables them to be
independent in daily activities
e Communication - Individuals who have limitations that interfere with the receipt of
and response to information
¢ Transportation — Individuals who cannot drive due to the presence of a disability or
who do not have a vehicle
e Supervision - Individuals who require the support of caregivers, family, or friends or
have limited ability to cope in a new environment
e Medical Care - Individuals who are not self-sufficient or do not have or have lost
adequate support from caregivers and need assistance with managing medical
conditions

11 RAND Health for the Department of Health and Human Services (HHS) under contract #HHS-100-03-0010.
Analysis of Risk Communication Strategies and Approaches with At-Risk Populations to Enhance Emergency
Preparedness, Response, and Recovery: Final Report (2008) [online]. Available at URL
http://aspe.hhs.gov/daltcp/reports/2008/emergfres.htm.
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In addition to those individuals specifically recognized as at-risk in the Pandemic and All-
Hazards Preparedness Act (PAHPA)!2 (i.e., children, senior citizens, and pregnant women),
individuals who may need additional response assistance could include those who have
disabilities; live in institutionalized settings; are from diverse cultures; have limited English
proficiency or are non-English speaking; are transportation disadvantaged; have chronic
medical disorders; and have pharmacological dependency.

To reach these communities, planners can work with local hospital associations, private or
nonprofit community clinics, and other healthcare stakeholders, such as home health
agencies, homeless shelter clinics, and migrant clinics. Chapter 8: Dispensing Medical
Countermeasures and Chapter 9: Public Information and Communication further address
these populations and provide guidance on how to reach them.

Coordinating Planning Efforts

Plans should specify not only the processes and tasks involved in the response but also how
agencies within the planning jurisdiction (whether state, local, tribal or territorial) will interact
with each other during a public health emergency. The planning process should include
documentation of structured interactions (meetings, conference calls, training, etc.) with all
agencies that support the plan and have a role in the response effort. Partners who are
involved in the planning process can assist in identifying and resolving potential support
problems.

Form a Multidisciplinary Advisory Group

The planning process requires a collective effort of many diverse agencies that will support a
public health emergency response. Working together, state, local, tribal, and territorial (SLTT)
public health planners can coordinate with various public and private sector partners to
develop a comprehensive MCMDD operations and response plan that specifies how alll
agencies and organizations will work together.

Public health should to familiarize partner agencies with the specific emergency response
requirements of a public health response. From there, the planning process should include
frequent discussions with agencies designated to support the plan. Itis imperative that
planners form planning groups with representatives who would respond during a public
health or other type of emergency. Possible agencies, representatives, and organizations to
include on the MCMDD planning committee include

¢ Public health departments;
Emergency management;
Homeland security office;
State and local public health lawyers;
Mental and behavioral health/crisis professionals;
Public information officers (PIOs);
Departments of transportation;

12 www.phe.gov/preparedness/legal/pahpa/pages/default.aspx
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¢ Hospitals, treatment centers, urgent care facilities, and other health care
organizations;

Pharmacists;

Departments of administration/finance,;

Departments of corrections;

HHS regional emergency coordinator (REC);

National Disaster Medical System (NDMS) representatives;
Medical Reserve Corps (MRC) representatives;

Law enforcement (federal, state, and local);

Public works departments;

School superintendents/education departments;

Private businesses (developing closed PODs and a volunteer base);
Emergency medical services (both public and private);

Fire departments;

Medical professional organizations;

Colleges and universities;

Military installations;

Tribal nations;

Metropolitan Medical Response System (MMRS);

Volunteer groups (American Red Cross, Salvation Army, etc.); and
Nongovernmental organizations with ties to at-risk populations.

Table 2.1, located at the end of this chapter, provides details on how these organizations
can assist in a planning for an MCMDD response.

This list cites partners to consider for planning collaboration and each particular jurisdiction
may require additional partners. Planners should canvas specific stakeholders and determine
who should be a participant in the multiagency planning process. Additionally, many
agencies are single-source, resident experts for the services that they provide, so including
their expertise in the planning process can leverage local knowledge and resource
capabilities.

As planning becomes more robust, the list will expand to engage more strategic partners
from the public and private sectors, which may include local businesses and multi-national
corporations. Developing mutually beneficial relationships with the private business sector
may provide the opportunity to leverage resources and gain professional expertise that may
not normally exist in traditional emergency planning channels. Similarly, jurisdictions can
enhance the strength of their planning by diligently and proactively engaging volunteer
groups and organizations. These groups often bring a wealth of experience from involvement
in similar responses and their experience can assist in building more comprehensive and
flexible plans.

Formatting the MCM Distribution and Dispensing

The MCMDD plan should be part of a more comprehensive state or local all-hazards plan,
perhaps in the form of an annex to that plan. One possible format for the plan could mirror
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the structure of the National Response Framework (NRF).13 Many state-level emergency
operations plans use this format. The NRF begins with a core document, addresses individual
tasks through Emergency Support Function (ESF) Annexes, includes unique support and
incident appendices that support the core document, and then attaches separate partner
guides. In a corresponding state or local MCMDD plan, the core document would be the
overall MCMDD plan, the ESF Annexes would be replaced with the MCMDD functional areas,
which would be followed by support annexes, appendices, and partner guides. Figure 2-2
shows a side-by-side comparison of the NRF structure and an MCMDD plan structure.

NRF Structure MCMDD Plan Structure

Core Core
Document MCMDD Plan

-
) 3 i ¥ |
: s 48 TP =“STNaer (sliias
FQNNeT OUKCS 1 A TSI AIURAT 5 ]

Figure 2-2: Comparison of NRF and MCMDD plan structures.

The core plan provides an overview of the jurisdiction’s emergency management system
and structure and briefly explains the hazards faced, capabilities, needs, and demands. It
also reviews expected mission execution for each emergency phase, identifies the agencies
that have the lead for a given support function, and outlines the support functions that will
be activated during an emergency.

The MCMDD planning functions include the functional areas of an emergency response in
which the jurisdiction requests and utilizes MCMs. These include, but are not limited to, the
functions listed in this guide.

B www.fema.gov/pdf/emergency/nrf/nrf-core.pdf
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The support annexes describe the framework through which a jurisdiction’s departments and
agencies, the private sector, non- profit and volunteer organizations, and other NGOs
coordinate and execute the common emergency management strategies. The actions
described in the support annexes apply to nearly every type of emergency. Each support
annex identifies a coordinating agency and cooperating agencies. In some instances, two
or more departments or agencies share coordinating agency responsibilities.

The appendices provide relevant information not already addressed in the core plan.
Typically, this includes commonly referenced information such as a list of terms and
definitions, guidelines for plan revisions, or a plan exercise and evaluation program. It also
may include forms used for managing emergencies.

The partner guides describe key roles and actions for SLTT, federal, and private sector
response partners.

Regardless of the form the MCMDD plan takes, CDC recommends that state and local
planners write a plan in which the body contains actions that typically do not change and
the appendices and indices contain information that may change frequently, such as
names and contact information for personnel in specific roles.

Writing an Operational Plan for MCM Distribution and Dispensing

While the planning process is vital in developing plans, itis essential that plans be written so
that all partners will know and can agree to their roles in each phase of an emergency.
Because the task of writing the MCMDD plan can seem overwhelming, CDC encourages
planners to work with members of the multi-disciplinary advisory group to assist in writing the
formal plan. If the writing task is broken down into the base plan, followed by the MCMDD
functional annexes, it will make the writing task feel more manageable. Members of the
planning group can provide content for the functional annexes, review the written plan, and
offer suggestions for additional materials.

Developing a Scalable Plan

One of the key tenants of planning is to develop scalable plans. As incidents change in size,
scope, and complexity, the public health response must be flexible and easily adaptable to
meet changing requirements. The number, type, and sources of resources must be able to
expand or retract rapidly. For example, during a large-scale response, the plan should be
able to guide the mobilization of large numbers of resources including staff, volunteers,
equipment, and facilities. This type of response may be required to support an incident that
requires the jurisdiction to provide MCMs to its entire population within a short timeframe,
such as the release of aerosolized anthrax. However, the plan should be flexible enough to
guide the public health response for those events that pose serious threats to public health,
but on a smaller scale, such as a meningitis outbreak that requires vaccination of students
from one high school or one county. Planning also should account for incidents that may be
longer in duration, such as influenza pandemics, which may cause outbreaks of illness that
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occur in multiple waves over several months. In addition, the overall response should be
flexible as it transitions from the response effort to the post-incident recovery phase.

Emergency response plans should be able to adapt to changing situations, including
changes within the jurisdiction, the organization, and any emergency response partners. In
addition, the plan should contain contingencies for changes in the organization’s
infrastructure, response capabilities, emergency responder levels, and services, which may
cause new vulnerabilities or affect the mode of response. One example currently impacting
many health jurisdictions across the nation is the decrease in staffing within the public health
department. This has caused public health planners to adjust their plans in such ways as
expanding recruitment efforts for volunteers or incorporating additional alternate methods of
dispensing that would not rely solely on public points of dispensing (PODs).

Determine Policies and Procedures

Jurisdictional policies and procedures serve as the basis for how the jurisdiction will conduct
response operations. As plans are developed, itis important that specific policies and
procedures are included in the plan, and more importantly that all stakeholders are aware of
these policies. For example, dispensing laws within a jurisdiction govern how medical
professionals can dispense medication, but during emergency declarations, there may be
laws within the jurisdiction that allow for modifications that help support more rapid MCM
dispensing to the public. Since some policies and procedures may affect key components of
the public health response, it isimportant to include them in the plan and reference any
changes that might occur during an emergency declaration.

Determine List of Tasks

By collaborating and sharing plans, agencies can create comprehensive all-hazards plans
that include a listing of the tasks to be performed during an emergency response involving
SNS assets. This task list can outline which procedures and tasks are designated to
participating agencies or organizations, including those organizations not under jurisdictional
control (e.g., American Red Cross). When two or more organizations perform the same kind
of task, planners should designate one as the primary responder and give the other(s) a
supporting role. For the sake of clarity, the list should include an at-a-glance matrix or chart of
organizations and areas of responsibility (including functions) that shows the primary and
supporting roles covered by partner agencies and organizations.

Share Plans among Partners

As agencies develop emergency response plans, it will be important for partners to share
their plans with all the members of the multidisciplinary advisory group and with neighboring
jurisdictions. Depending on the jurisdictional level, such neighboring jurisdictions could be
comprised of other states, counties, cities or townships, and even countries. Partners and
neighboring jurisdictions can share plans at regular meetings, through training and exercising
together, and via online collaborative venues, such as Microsoft SharePoint®. By sharing
plans, partners can integrate planning efforts into viable, flexible, and operational plans.
Additionally it is important that all participating agencies and jurisdictions record
concurrence with plan expectations to ensure the tasks assigned within the plan are
acknowledged by the partnering agencies.
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Integrate the MCMDD Plan into Existing Response Planning Infrastructure

The federal government has encouraged state and local jurisdictions to have a standard
emergency planning framework through the National Incident Management System (NIMS) 14
and Incident Command System (ICS).15 Emergency management and public health
planners should work together to integrate their MCMDD procedures within their all-hazards
planning. This can be either an annex, appendix, or stand-alone document within the all-
hazards plan.

Delineate State and Local Responsibilities

An emergency will require the coordinated efforts of SLTT public health officials to get assets
quickly to those in need. To achieve that coordination, public health response plans must
clearly identify both the state and the local responsibilities during an MCMDD response. The
efforts of the different jurisdictions should complement one another to avoid the omission or
duplication of key actions.

By breaking down the process to receive, distribute, and dispense MCMs, planners can
readily recognize and address their jurisdictional responsibilities. Figure 2-3 displays the
federal, state, and local activities associated with a MCMDD response.

Federal
Level

RSS Site & JIME
Distribution &

-

Storage & Distribution

Figure 2-3: Federal, state, and local activities during an
MCM response.

14 www.fema.gov/pdf/emergency/nrf/nrf-core.pdf

15 www.fema.gov/emergency/nims/IncidentCommandSystem.shtm
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State Responsibilities

In most instances, the primary premise for receiving SNS assets from the federal government is
that CDC will deliver assets to the state, which will then further distribute assets to the
affected jurisdiction based on established distribution plans. Some states plan to receive
assets and immediately turn them over to an intermediate site in the local jurisdiction for
staging, distribution, and dispensing during an emergency. Other states plan to configure
assets at the state warehouse facility and deliver them directly to points of dispensing (PODs),
hospitals, or other dispensing sites. Each state is responsible for determining the best model
for their unique circumstances and resources, which includes transfer of assets and
integration of plans between the various jurisdictions. If the state cedes planning
responsibilities to local jurisdictions, the state must assist local jurisdictions in understanding
and conducting those responsibilities.

State SNS coordinators should be able to assist and guide local public health planners in
developing plans that promote the seamless transfer of SNS assets from the state to the local
jurisdiction and down to the people who need them.

Some considerations in determining responsibilities include
e The ability of a state governor or his/her designee to request federal assistance and to
waive or suspend state laws and regulations in the event of an emergency;
¢ The ability of a governor or his/her designee to direct the efforts of state agencies,
such as the National Guard, state police, and transportation department; and
¢ The need to coordinate efforts across adjacent state borders.

Local Responsibilities

Local public health planners have the responsibility to receive and dispense necessary MCMs
in a timely and efficient manner. Local public health officials must develop partnerships
within the community to assist with accomplishing these responsibilities. Local public health
planners should establish relationships with agencies, entities, and organizations within the
jurisdiction, including local hospitals, health care providers, POD partners, public
safety/security officials, and media outlets, to name a few. The methods the jurisdiction uses
to provide MCMs to the public will depend on the incident. Mass vaccination clinics and
PODs are resource-intensive operations and require detailed pre-incident planning. Planners
must select locations, establish facility use agreements, and coordinate staffing and security
plans. The relationships developed by local public health agencies during the planning
process will be vital to staffing and managing a full-scale MCM response.

Special Planning Considerations

State and Local Stockpiles or Caches

Depending on the threat, many health departments explore whether or not to stockpile
MCMs at the state and/or local level. Some jurisdictions purchase medication caches for first
responder communities for immediate prophylaxis during a large-scale inhalation anthrax
attack or pandemic influenza. Planners may find that they face additional planning
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considerations associated with such caches, such as political guidance, cost, storage, and
regulatory issues that influence this decision.

State and local jurisdictions can use these caches to provide MCMs to first responders and
essential personnel as the response effort gets undenway, but they also may have MCM
caches to begin the dispensing process prior to the arrival of MCMs from the SNS. State and
local planners should work together to determine how much medication is needed and how
much can feasibly be stored and maintained in state or local caches. To leverage buying
power partner agencies and organizations may decide to establish an agreement to make
a collective purchase versus multiple smaller purchases. A single storage and maintenance
agreement also might make the management of procured countermeasures a cost savings
for the community.

Requlatory and Legal Considerations

During a large-scale public health emergency, dispensing MCMs as rapidly as possible could
be one of the primary ways public health officials are able to save lives. The timeframe
needed for the jurisdiction to distribute and dispense MCMs will depend on the incident. In
the case of an aerosolized release of anthrax sporesin a populated area, the jurisdiction
needs to distribute and dispense MCMs rapidly as people would need to begin a course of
antimicrobials within 48 hours of exposure to prevent the onset of disease. However, to
dispense medications in this condensed timeframe, the jurisdiction may need to alter and/or
eliminate standard dispensing procedures in order to save time and in turn, save lives.
Consequently, state and local SNS planners should be aware of regulatory requirements and
legal protections the federal government may put into place during an emergency
declaration and how these can affect MCM dispensing. For instance, the jurisdiction may
have legal protection under federal legislation, such as the Public Readiness and Emergency
Preparedness (PREP) Act,¢ during some incidents. In addition, MCMs dispensed under an
Emergency Use Authorization (EUA)7 or Investigational New Drug (IND)!8 protocol require the
jurisdiction to follow specific FDA procedures or protocols. Therefore, planners should be
familiar with federal legislation and FDA guidelines and develop plans that are capable of
being adapted for various scenarios.

Chapter 8: Dispensing Medical Countermeasures provides further information on legal and
regulatory considerations.

State dispensing laws

Itis important for planners to be aware of the laws that govern who can legally dispense
medications within the state. In addition, planners need to be familiar with laws governing
who can issue standing orders for medication dispensing and whether that authority is
suspended or changes during an emergency declaration. Planners also should determine

16 ftp://ftp.hrsa.gov/countermeasurescomp/Public_Readiness_and_Emergency Preparedness_Act.pdf

17 www.fda.gov/Regulatorylnformation/Guidances/ucmi125127.htm

18 www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/default.htm
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whether their jurisdictions contain enough licensed medical professionals to assist in
responding to a large-scale public health emergency that requires MCM dispensing. Planners
may need to pursue ways in which dispensing laws can be rewritten or amended during an
emergency to facilitate large-scale MCM dispensing operations. Planners should work with
their public health law professionals to determine the needs of their jurisdictions.

Staff Compensation

Plans should include information regarding whether and how the jurisdiction will compensate
staff and volunteers for their efforts during a public health response. Some questions to
consider include:
e How will staff be paid for the time they work on the response?
e How will staff log hours worked for compensation?
¢ Will volunteers be compensated? If so, how will they be compensated? (For example,
during a large-scale dispensing operation, people may volunteer to help in the PODs if
they will receive MCMs for themselves and their families first)
¢ How will workers’ compensation be handled for injuries that occur to staff or volunteers
during a response?
¢ Will entities that permit use of their facilities (e.g., warehousing companies, school
districts, businesses) be compensated? If so, how will they be compensated?
¢ Isthere a meansin which private property can be procured for an emergency
response? If so, how will the property owner be compensated?

Planners should work with their public health law professionals to determine how
compensation will occur and clearly include the compensation mechanisms in the plan. In
addition, planners should document any memoranda of agreement (MOA) or memoranda
of understanding (MOU) with entities that will participate within their jurisdiction during a
public health response and those MOAs or MOUs should clearly define whether and how the
jurisdiction will provide compensation.

Identify First Responder and Critical Infrastructure Personnel

Homeland Security Presidential Directive-8 (HSPD-8)1° defines first responders as those
individuals who, in the early stages of an incident, are responsible for the protection and
preservation of life, property, evidence, and the environment. This includes emergency
response providers as defined in section 2 of the Homeland Security Act of 2002 (6 U.S.C.
101),20 as well as emergency management, public health, clinical care, public works, and
other skilled support personnel (such as equipment operators) that provide immediate
support services during prevention, response, and recovery operations. Emergency response
providers are federal, state, and local emergency public safety, law enforcement,
emergency response, emergency medical (including hospital emergency facilities), and
related personnel. As broad as these definitions read, it is imperative for jurisdictions to clearly
identify who qualifies as a first responder within their communities and what protective
measures the jurisdiction will provide to ensure that these responders are safely equipped

19 www.fas.org/irp/offdocs/nspd/hspd-8.html

20 www.dhs.gov/xlibrary/assets/hr_5005_enr.pdf
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and able to conduct their duties during a public health emergency. Equipping responders
may include, but is not limited to, providing personal protective equipment (PPE),
vaccinations, or prophylactic medications. Based on lessons learned from the response to
Hurricane Katrina in 2005, health officials may also want to consider planning for first
responders to have access to prophylactic medications for their family members to help
ensure that these essential groups of workers are able to respond without family-related
reservations.

In addition to first responders, it is equally important for planners to determine the critical
infrastructure systems and personnel within the community and how the jurisdiction will
provide MCMs to these groups during an emergency. Critical infrastructure includes assets,
systems, and networks, whether physical or virtual. These systems are vital to communities
and their incapacitation or destruction would have a debilitating effect on security, the
economy, public health, safety, or any combination thereof.

Homeland Security Presidential Directive 7 (HSPD-7)2! established U.S. policy for

enhancing critical infrastructure protection by establishing a framework to identify, prioritize,
and protect critical infrastructure within communities. HSPD-7 primatrily refers to protection
against terrorist attacks, but the protection is necessary regardless of the specific type of
emergency. Most commonly recoghnized critical infrastructure assets are facilities and systems
for

Electricity generation, transmission, and distribution;

Gas production, transport, and distribution;

Oil and oil products production, transport, and distribution;

Telecommunication;

Water supply (drinking water, waste water/sewage, stemming of surface water);
Agriculture (food production and distribution);

Heating (e.g., natural gas, fuel ail, district heating);

Public health (including hospitals and ambulances);

Transportation systems (fuel supply, railway network, airports, harbors, inland shipping);
Financial services; and

Security services (including police and military).

Continuity of Operation Plan (COOP)

Continuity planning is a fundamental responsibility of public institutions and private entities to
the nation’s citizens. Continuity planning facilitates the performance of essential functions
during an emergency that disrupts normal operations and/or the timely resumption of normal
operations once the emergency has ended. A strong continuity plan provides the
organization or community with the means to address the numerous issues involved in
performing essential functions and services during an emergency. Without detailed and
coordinated continuity plans and effective continuity programs to implement these plans,
jurisdictions risk leaving their residents without vital services in what could be their time of
greatest need.

21 www.dhs.gov/xabout/laws/gc_1214597989952.shtm#1
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The goal of continuity planning is to reduce the consequence of any disruptive event to a
manageable level. The specific objectives of a particular organization’s continuity plan may
vary, depending on its mission and functions, its capabilities, and its overall continuity
strategy. In general, continuity plans are designed to

¢ Minimize loss of life, injury, and property damage;

¢ Mitigate the duration, severity, or pervasiveness of disruptions that do occur;

e Achieve the timely and orderly resumption of essential functions and the return to
normal operations;

Protect essential facilities, equipment, records, and assets;

e Be executable with or without warning;

e Meet the operational requirements of the respective organization (continuity plans
may need to be operational within minutes of activation, depending on the essential
function or service, but certainly should be operational no later than 12-hours after
activation);

¢ Meet the sustainment needs of the respective organization (An organization may
need to plan for sustained continuity operations for up to 30 days or longer,
depending on resources, support relationships, and the respective continuity strategy
adopted);

¢ Ensure the continuous performance of essential functions and operations during an
emergency, including such instances as pandemic influenza that may require
additional considerations beyond traditional continuity planning; and

e Provide an integrated and coordinated continuity framework that takes into
consideration other relevant organizational, governmental, and private sector
continuity plans and procedures.

Maintaining and Reviewing the Plan

Itis important to note that plans should adhere to a regular cycle of updates. Public health
planners should review plans to receive, distribute, and dispense MCMs at least annually to
ensure that information is current. Every update of the plan should include a review,
evaluation, and approval by responsible agencies.

Portions of the plan might be shared among agencies, so planners should consider how to
protect any confidential information in the plan. For instance, planners might wish to share
the body of the plan with appropriate government agencies but keep personnel contact
information or the exact location of PODs or other facilities in an addendum that is kept
confidential. Regardless of what information is shared, each agency involved with executing
the plan needs to have a copy of the portion that pertains to their particular responsibilities.

The planning process does not end with a written document. Planners must ensure thorough
dissemination, coordination of resources, execution of agreements, volunteer coordination,
training, exercising, and plan improvement and updating. Planners should remember that
the MCMDD plan is never finished; it will continue to evolve as new information becomes
available, new partners are recruited, and best practices are identified and adopted.
Once a formal plan is developed and written, jurisdictions should have regularly scheduled
reviews of the written plan to update information, add new partners, and include changes
gleaned from exercises and after action reports. Ideally, each jurisdiction should review and
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update their plan at least annually and share any pertinent changes with neighboring
jurisdictions and response partners. See Chapter 13: Training, Exercising, and Evaluating Plans
for further information on exercising, evaluating, and updating the plan based on after
action items from drills and exercises.

Medical Countermeasure Planning Assessments

For over 10 years, CDC conducted technical assistance reviews (TARs) of state, local, and
territorial MCM plans. The purpose of the TAR was to review the jurisdiction’s planning efforts
as related to SNS functional elements. Effective July 2014, CDC is updating the medical
countermeasure assessment to facilitate review of MCM plans for operational capability.
CDC designed the updated operational readiness assessment to improve and advance
state, local, and territorial MCM planning and response and to align MCM planning with the
15 public health preparedness capabilities.

Table 2.1: Partner Organizations

Individual/Organization What They Bring to the Planning Table

Chief health official, health .
director, senior health official .

(elected or appointed), or

designee .

Knowledge of policy for the emergency response organization
Knowledge and expertise of the overall response and recovery
operations

Knowledge of guidelines for authorization with mitigation
strategy for recovery

Knowledge of title or position of individuals responsible for
serving as incident commander(s), emergency operations
center (EOC) manager, health and medical coordinator,
communications coordinator, warning coordinator, public
information officer (PIO), evacuation coordinator, mass care
coordinator, and resource manager

Familiarity with and ability to coordinate the use of health and
medical resources and personnel involved in providing medical
assistance to disaster victims

Knowledge of information acquired from the heads of local
public health, emergency medical services (EMS), hospital,
environmental health, mental health, and mortuary services, or
their designees

Provide advice on preparation of emergency health and
medical plans to ensure practicality and interoperability

When appropriate, ability to include information on local
representatives of professional societies and associations in
these meetings to gain members’ understanding of and
support for health and medical plans

Knowledge of record keeping related to morbidity and
mortality

Knowledge of the jurisdiction’s public health and medical surge
capacity

Understanding of the special medical needs of the community
Knowledge of historic infectious diseases and syndromic
surveillance and sampling procedures
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Individual/Organization

What They Bring to the Planning Table

Knowledge and expertise to gather information from
representatives of fire and police departments, emergency
management agencies, military departments, state and
federal agencies to discuss coordination of plans

Ability to make recommendations regarding thresholds for re-
ordering MCM

Knowledge of title, position, and responsibilities of the
individuals assigned to work in the EOC during emergencies

Homeland security

Knowledge of coordination and comprehensive federal
response to mount a swift and effective recovery effort
Ability to assume primary responsibility for ensuring that
emergency response professionals are prepared for any
situation, if required

Emergency management

Ability to designate emergency management agency staff to
serve in key posts, as appropriate

Ability to advocate that mitigation concerns be addressed
appropriately during response and recovery operations
Experience and knowledge of working with the public
information officer (PIO) to develop emergency information
packets and emergency instructions for the public

Familiarity with and ability to coordinate with local volunteer
organizations, such as the American Red Cross, Salvation Army,
other public service non-profit organizations, as well as
volunteers from outside the jurisdiction and unaffiliated
volunteer and neighborhood groups within the jurisdiction
Knowledge of managing the EOC as a physical facility (e.g.,
layout and set-up), expertise to oversee its activation, and
ensure the resource support for response and organizational
needs

Familiarity of management of resource staffing for
communications and Information Processing sections in the
EOC

Knowledge of how to ensure necessary planning considerations
for the EOC

Ability to identify and designate private and public service
agencies, personnel, equipment, and facilities that can be
used to augment the jurisdiction's communications capabilities
(For example, developing procedures with Radio Amateur Civil
Emergency Service (RACES) or other available local
communications resources and arranging for emergency
augmentation of communications capabilities)

Ability to coordinate planning requirements with the
emergency management staff in neighboring jurisdictions that
have been identified as potentially hazard-free and have
agreed to house evacueesin their mass care facilities
Knowledge of coordinating emergency communications and
warning frequencies and procedures with EOCs at higher levels
of government and with neighboring communities
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Individual/Organization What They Bring to the Planning Table

¢ Knowledge of coordinating the provision of mass care needs
for personnel performing medical duties during catastrophic
emergencies

¢ Knowledge of reviewing and updating listings including phone
numbers of emergency response personnel to be notified of
emergency situations

State and local public health ¢ Ability to provide recommendations to state and local public
lawyers health departments on legal considerations surrounding MCM
operations

¢ Provide legal language for inclusion in MOUs/MOAs with
partner organizations

¢ Ability to provide information on tort protection for partner
organizations, staff, and volunteers

¢ Ability to provide recommendations on compensation for
volunteers, partner organizations, and staff

¢ Ability to analyze public health law to determine whether
legislative changes may be necessary to support MCM
operations

Public information officers (PIO) e Specialization and expertise on matters of public information
and crisis and emergency risk communication (CERC)

¢ Knowledge of preparation and delivery of emergency
information packets for release of pertinent materials to local
media prior to emergencies

e Ability to act as liaison with media and the public to
communicate messages

¢ Knowledge of and techniques on how to ensure that
information needs of special, at-risk, and vulnerable
populations are met

Mental and behavioral ¢ Knowledge of the provision of emotional support, stabilization,

health/crisis professionals and assistance as needed to keep affected people calm
during an emergency event

¢ Ability to provide guidance and recommendations for
developing plans for providing emotional support and calming
fears during a large-scale emergency

Transportation department ¢ Knowledge of transport into or through the communities, states,
and counties

¢ Knowledge of transportation and shipping regulations

¢ Provide roadblocks or traffic signs, if needed, during a response

¢ Ability to analyze traffic patterns and transportation routes for
POD and distribution plans

e Ability to provide transport vehicles and personnel

Hospitals, treatment centers, « Knowledge and ability to provide medical assistance and
and other health care ensure receipt and dispensing of MCM
organizations e Ability to provide medical staff for MCM dispensing operations
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Individual/Organization

What They Bring to the Planning Table

Capability to transport or relocate residents as necessary to
designated emergency shelter or alternate locations

Pharmacists

Knowledge of pharmaceutical distribution and control,
including federal and state distribution and dispensing laws
Knowledge of drug therapy management of patients

Ability to assist jurisdictions in selecting MCM for stockpiles and
emergency inventories as part of emergency-preparedness
programs

Ability to assist in developing education materials for those
receiving MCM

Ability to assist in preparing appropriate education and training
materials for dispensing personnel

Administration/finance
department

Ability to provide recommendations on reimbursements for
expenditures incurred by private sector partners (e.g.,
businesses, colleges and universities, or medical facilities)
Ability to provide record keeping for MCM distribution and
dispensing-related services (e.g., printing, food service, payroll,
etc.)

Ability to track expenditures associated with MCM operations

Corrections department

Ability to care for and provide MCM to populations under their
jurisdiction (e.g., inmates), possibly staff and family members
Ability to provide transportation as necessary for large groups or
vulnerable populations

HHS regional emergency
coordinator (REC)

Knowledge and coordination experience with medical and
logistic distribution and managing consistent functions of
operations in theirjurisdiction

Ability to serve as liaison between federal officials and
neighboring jurisdictions

National Disaster Medical
System (NDMS) representatives

Ability to supplement an integrated national medical response
Capability to assist state and local authorities in dealing with
the medical impacts of major disasters

Ability to provide support to the military and the Department of
Veterans Affairs medical systemsin caring for casualties

Medical Reserve Corps (MRC)
representatives

Knowledge and ability to identify, screen, train, and organize
volunteers utilized for support of routine public health activities
and augment preparedness and response efforts

Knowledge of office activities that include strategic planning,
intra- and interagency coordination, communications, policy
development, program operations, grants management,
contract oversight, technical assistance, and deployment
operations

Law enforcement (federal,
state, local)

Knowledge of law enforcement and protection
Provide security walk-through of RSS and POD facilities and
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Individual/Organization What They Bring to the Planning Table

make security recommendations

e Provide recommendations for security screening and
identification badge requirements of warehouse, POD, and
transportation personnel

¢ Knowledge of law enforcement resources and law
enforcement operations

¢ Knowledge of ESF #13 - Public Safety and Security Annex

Community emergency e Ability to provide CERT members to assist in the community or

response team (CERT) workplace in support of emergency response and
preparedness projects

e Ability to provide CERT members to assist with documentation,
logistics, and comforting others

e Assist with keeping databases, writing notes for tracking
purpose

Public works department ¢ Knowledge of the jurisdiction road and utility infrastructure

¢ Knowledge of how to manage public works resources and
direct public works operations (e.g., water supply/treatment,
road maintenance, trash/debris removal)

e Knowledge of coordination with private sector utilities (e.g.,
power and gas) on shutdown and service restoration

¢ Knowledge and ability to assist, as appropriate, in animal care
and control agency staff's efforts to coordinate the
preparedness actions needed to protect and care for animals
during and following catastrophic emergencies

o Knowledge of private sector utilities and contractors for use of
private sector resources in public works-related operations

Education department, school ¢ Knowledge about school facilities
superintendents, or designees ¢ Knowledge about the hazards that directly affect schools
¢ Knowledge of specialized personnel and equipment resources
(e.g., buses)
Private businesses e Ability to partner with public health to become POD sites for

their employees and family members (i.e., closed PODs)

e Ability to provide volunteer staff to assistin MCM distribution
and dispensing

¢ Ability to provide facilities for use as closed or open PODs

e Ability to provide services (e.g., printing, transportation, food,
etc.) in support of MCM operations

Emergency medical services ¢ Knowledge and expertise on providing medical care
(both public and private) ¢ Ability to provide personnel and vehicles during a public health
response

e Can provide emergency medical services at POD locations

Fire departments o Knowledge of fire department resources and fire department
operations
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Individual/Organization

What They Bring to the Planning Table

Supports Emergency Support Function (ESF) #4 — Firefighting

Medical professional
organizations

Knowledge and ability to provide medical assistance and
ensure receipt of MCM

Ability to provide volunteer medical staff for MCM dispensing
operations

Capability to transport or relocate residents as necessary to
designated emergency shelter or alternate locations

Military installations

Ability to assist in coordinating and integrating chemical,
biological, radiological, nuclear and high-yield explosive
(CBRNE) installation response plans as necessary

Ability to dispense MCM to service members and possibly family
members

Familiarity with coordination and integration in receiving assets
as part of the distribution plan

Tribal nations and U.S. territories

Experience with assisting in consultation in the form of
communication to emphasize trust, respect, and shared
responsibility

Ability to collaborate and provide informed decision making for
tribal populations

Metropolitan Medical
Response System (MMRS)

Ability to integrated the state and local medical response
systems

Ability to assist and/or provide detailed system response and
operations plans

Ability to provide specially trained responders at all levels
Knowledge of and ability to supply specialized response
equipment

Ability to provide specialized medical equipment and
pharmaceutical cache

Ability to enhance medical transport and treatment
capabilities

Volunteer groups (American
Red Cross, Salvation Army,
etc.)

Ability to coordinate and delegate volunteers to assist with
MCM operations

Ability to provide services to volunteers (e.g., food, shelter, etc.)
during MCM operations

Colleges and universities

Ability to coordinate and delegate students and staff members
with assisting in documentation, logistics and distribution or
coordination

Ability to serve as closed PODs for employees, students, and
possibly family members

Ability to assist with delivery of public information in school
system network

Private contract warehouse
and transportation companies

Manage the coordination of receiving, shipping, and
distribution of MCM

Chapter 2: Developing a Medical Countermeasure Response Plan Page 23

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11




Individual/Organization What They Bring to the Planning Table

e Familiarity on how to coordinate with the transportation
contractors and law enforcement officials to move MCM to
other states or locations

Nursing, assisted living, and ¢ Knowledge and ability to provide medical assistance to the

residential care facilities vulnerable population and ensure receipt of medication or
emergency countermeasures

¢ Capability to transport or relocate residents as necessary to
designated emergency shelter or alternate locations
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Chapter 3: Management of

Medical Countermeasure
Operations

Managing medical countermeasures (MCMs) deployed to an affected area involves
coordination and oversight of the distribution throughout the jurisdiction, dispensing to the
affected population, and sustainment of operations until the situation is contained. The
management of MCM receipt, distribution, and dispensing activities requires collaboration,
coordination, and cooperation from political leadership, emergency management, public
health, law enforcement, and other groups. Jurisdictions can develop effective MCM
management operation by integrating their MCM distribution and dispensing (MCMDD)
plans into existing all-hazards plans and by following the Incident Command System (ICS)! at
the jurisdictional level.

Building the Medical Countermeasure Planning and Response

Teams

The jurisdiction should identify dedicated personnel for both MCM planning and operations.
During the planning phase, the jurisdiction’s staff should determine the functional roles that
need to be filled; identify and assign the specific tasks that need to be accomplished; and
assign individuals and back-up personnel to serve in functional roles during an MCM
response and the subsequent recovery phase. During MCM operations, which include
activation through the recovery phase, identified staff must fill their functional roles, follow the
jurisdiction’s ICS, and complete the tasks assigned to their specific roles.

Building the teams that will manage MCM planning and operations is similar to building the
multidisciplinary advisory group, as discussed in Chapter 2: Developing a Medical
Countermeasure Response Plan. Many of the partners that assist in the process of writing the
MCMDD plan also will fill roles in planning for and responding during MCMDD operations.
Working together, state, local, tribal, and territorial (SLTT) public health planners can

1 www.fema.gov/emergency/nims/IncidentCommandSystem.shtm
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coordinate with various partners to form an MCM planning team, specify the roles and
responsibilities required for MCM operations at the jurisdictional level, and outline how all
team members will work together.

In many cases, team members who serve on the MCM planning team also will transition to
serving as leads or team members during a response that requires activation of MCMDD
operations. However, it is possible that members of the team that coordinates planning for
MCMDD operations may have other key roles and responsibilities and will be unable to serve
in specific MCMDD operational roles during a response. Nonetheless, these team members
can bring their knowledge and expertise to the planning table to assist in identifying
individuals that can serve in roles for management of MCMDD operations.

Public health planners will need to familiarize partner organizations with the specific
emergency response requirements of a public health response and MCMDD operations.
From there, the planning process should include frequent discussions with organizations
designated to support MCMDD operations to determine the roles on the MCM team, identify
individuals to fill those roles, and establish MCMDD operations response and recovery plans.

Determining Medical Countermeasure Team Roles

The jurisdiction should incorporate positions on the MCM team into the jurisdiction’s ICS
structure based on the actions required at the jurisdictional level to complete the mission.
During a response, individuals should move from their daily roles and responsibilities into roles
assigned to them as part of the ICS structure.

Depending on a state’s operational plans, MCM response activities at the state level may
only involve receiving MCMs from the federal government or other sources, then distributing
these assets down to the affected jurisdictions. Therefore, members of the MCM response
team at the state level should be capable of performing specific, pre-identified tasks in
support of activities related to receipt and distribution of MCMs. Likewise, MCM response
teams at the local level will focus on those missions involved in receiving MCMs from the state
and operating the different dispensing modalities necessary to provide MCMs to people in
the affected jurisdiction.

MCM team roles might include, but are not limited to, the following:
MCM team lead

Staffing/volunteer coordinator

Communications and information technology (IT) coordinator
Security coordinator

Receive, stage, store (RSS) lead

Inventory management lead

Distribution leader/manager

Dispensing supervisor/leader

Hospital and treatment center coordinator

Public information and communication lead

Page 2 Chapter 3: Management of Medical Countermeasure Operations

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11



Once the jurisdiction determines specific roles on the MCM team, team members should
work together to create a list of tasks to be accomplished and assign responsibility for those
tasks to individual roles. The chapters of this guide that correspond to the SNS functional
areas can assist in determining specific tasks at the jurisdictional level. These tasks may
overlap between jurisdictions (e.g., from the state to the local level or between neighboring
counties or cities), so it can be beneficial for planners to coordinate their efforts between
these jurisdictions and see where potential roles can be combined and resources shared. The
SNS state and local Technical Assistance Review User’s Guides? can assist in developing the
tasks associated with each of the SNS functions and the corresponding MCM operations
team roles. All team members, as well as alternate or back-up team members, should be
familiar with their particular roles and responsibilities during a response. In addition, the MCM
team members should develop job action sheets (JAS) that outline those tasks for each
position on the team.

Identifying MCM Operations Team Members

As tasks are identified for the specific roles on the MCM operations team, planners can begin
to identify individuals and back-up personnel to fill those roles. It is important to ensure these
roles are filled by individuals who both possess skills appropriate for the position and are
available to fill the position during a response. For example, the head of the jurisdiction’s law
enforcement agency might have all the skills required to serve as the security lead, but he or
she may have duties during a large-scale emergency that would prevent serving in that role
on the MCM operations team.

In addition to ensuring that individuals on the MCM team will be available to serve on the
MCM operations team during a response, the roles in the MCM team should have built-in
redundancy with back-up and alternate individuals identified during the planning process.
Planners should look to the agencies and organizations that participate in the
multidisciplinary advisory group and associated partner agencies listed in Table 2.1, located
in Chapter 2: Developing a Medical Countermeasure Response Plan, to identify individuals to
fill roles in the MCM team. Team members selected from knowledgeable personnel within the
jurisdiction bring skills and expertise that can be incorporated into the overall construction
and execution of the plan. Forinstance, all areas have law enforcement agencies that are
familiar with security and tactical communication systems and many have a transportation
department that is familiar with dispatching and tracking vehicles for distribution efforts.
Personnel from these agencies can easily fill roles in the security and distribution functions of
the MCM operations team.

While the jurisdiction will be creating a new team to manage an MCMDD response, this team
will consist of positions that crossover between other areas of the all-hazards plan. For
example, partners who would lead and coordinate volunteer management during one type
of emergency could perform the same role for an MCMDD response. The SNS or Cities
Readiness Initiative (CRI) coordinator can serve as the team lead and as a facilitator in

2 www.orau.gov/snsnet/guidance.htm#TAR. The SNS Extranet is password protected. Login information is available
from the state SNS coordinator or CDC Division of State and Local Readiness (DSLR) project officer.
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getting existing agencies to contribute their respective skills to the management of MCMDD
operations. As the MCM team identifies individuals to fill roles, it should develop a team roster
that names the primary and back-up individuals for each position and lists contact
information.

The following guidelines suggest key positions for MCMDD operations. Planners can add or
subtract positions; divide activities; and modify the team structure in any way that best
supports the jurisdiction’s plan.

MCM Team Lead

The jurisdiction’s SNS and/or CRI coordinators are the best candidates to fill the lead position
on the MCM planning and operations teams as they already are responsible for developing
the jurisdiction’s MCMDD plans. The SNS and CRI coordinators within the jurisdiction also are
the most knowledgeable people concerning the MCMDD plan and will have worked directly
with all supporting agencies, as well as planners and responders, to develop the jurisdiction’s
MCMDD plan. Local jurisdictions involved in the response will need an individual who
interacts with the state MCM team to ensure an effective and efficient response. The MCM
lead will

¢ Act as the representative for the MCM team;

¢ [nteract with incident command;

e Resolve problems and issues; and

¢ Determine how best to respond to the situation in the absence of guidance from the

incident commander.

Staffing and Volunteer Coordinator

MCMDD operations will be especially labor intensive, so coordination of volunteer and
professional staff is a critical role. The staffing and volunteer coordinator must have strong
knowledge of volunteer recruitment and coordination, the ability to manage and assign
tasks to staff from a variety of disciplines, familiarity with dispensing laws and regulationsin
the jurisdiction, and the ability to determine staffing needs for the jurisdiction, be it the state,
local, or dispensing level. The staffing and volunteer coordinator will

¢ Develop volunteer recruitment and training plans;

¢ Develop just-in-time training for spontaneous volunteers; and

e Determine credentialing procedures and licensing requirements for medical

volunteers.

Possible sources for staffing and volunteer coordinators include health department
personnel, emergency management agencies, and volunteer and community service
organizations.

Strategic and Tactical Communications Coordinator

Communications during MCMDD operations will be vital to a seamless flow of information

between all members of the team, incident command, the emergency operations center,
and all sites involved in the response. Fortunately, states have emergency communication
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systems that allow for diversity and redundancy. Regardless of whether the backbone of the
communications system is a law enforcement agency, state emergency management, or a
department of transportation, any communication system must have the capability to
transfer information from all levels and all players in the response community. To lead
communication efforts, the jurisdiction will need someone who is familiar with the primary
communication system and has a wide background and knowledge in other systems. This
position is a technical position and is not a public information specialist. The strategic and
tactical communications coordinator will
¢ Coordinate and facilitate the communications between lead personnel for each of
the MCMDD activities;
e Receive requests, send situational reports, and exchange information;
¢ Ensure MCMDD teams have communication equipment and can connect to
communications networks and systems;
e Arrange for or carry out any equipment or system repairs or replacements;
¢ Maintain awareness of problems and be able to expedite solutions; and
¢ Interact with incident command and the emergency operations center (EOC) to
request support from other response functions, such as law enforcement.

To ensure these actions take place, the strategic and tactical communications coordinator
must develop detailed communication networks and support plans. These plans should
provide incident command and the EOC with information and timely, accurate data from
other MCMDD activities. Chapter 10: Strategic and Tactical Communications provides
additional information that can assist in determining the lead for this position.

Security Coordinator

Security provides a safe environment for response activities and the person who fills this role
should possess a law enforcement background. The primary purpose of the security
coordinator is to interface with the assigned law enforcement agency (LEA) or agencies
responsible for security for the entire MCMDD operation. In many instances, the security
manager will be a law enforcement official acting as a liaison between LEAs and the MCM
team. Security leads should have a strong knowledge of facility and personnel security, law
enforcement security policies and procedures, traffic management, and personnel identity
and badging procedures. The security lead coordinates

¢ Personnel identification within the jurisdiction;

e Security for assets in the jurisdiction, whether at the state-, local-, RSS-, or dispensing-

level;

e Security for staff and volunteers in the jurisdiction;

e Security of clients in the points of dispensing (PODs); and

¢ Coordination of traffic management for RSS and POD locations.

Regardless of how the jurisdiction arranges its security, the security manager will be able to
work with LEAs to ensure that all security matters are handled quickly and efficiently.
Jurisdictions may identify security team leads from state or local law enforcement
professionals, private security professionals, or the National Guard.
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Receive, Stage, Store (RSS) Lead

The receiving, staging, and storing of medical material is integral to the success of an
MCMDD response. Management of RSS activities should fall under the operations function
area of the jurisdiction’s ICS. The RSS lead should be an individual with experience in
warehouse management. Jurisdictions may find it advantageous to partner with or contract
professional warehouse managers to fill this position. Based on the size of the management
staff, the lead for managing RSS activities also may be the person in charge of the RSS
operations. The MCM team must ensure that the RSS facility is performing the actions needed
to receive, store, and process orders for MCM distribution to local jurisdictions. Some states
have chosen to establish regional distribution sites (RDS) as part of their distribution strategy.
These sites would receive MCMs from the RSS for further breakdown and distribution to pre-
determined dispensing sites, such as PODs. RDS leads coordinate with the state’s RSS lead,
who has overarching responsibility for RSS activities in the state.

Inventory Management Lead

The lead for inventory management activities provides inventory status, including supply,
resupply, allocations, and possible shortages to incident command during an incident. The
individual in this capacity must have a strong knowledge of inventory management
requirements; familiarity with inventory management software; and a working knowledge of
the RSS site. Additionally, this position should have the ability to coordinate with distribution
partners and have strong knowledge of RSS and product-picking functions. Individuals with
the skill set for this position could be professional inventory managers, health department
personnel, and pharmacy managers.

Distribution Leader/Manager

Managing distribution activities at the state level involves coordinating transportation of
MCMs between RSS and RDS facilities (where applicable), PODs, and hospitals and
treatment centers. At the local level, the activities could involve coordinating the distribution
between the RDS and PODs and other dispensing sites. Individuals in this position should have
a background in transportation; knowledge of shipping and receiving regulations and
requirements for the jurisdiction; experience in and knowledge of route development; and
be familiar with multiple distribution modalities for the jurisdiction. Partners that may be able
to supply individuals with the skill set to serve in this position include state or local
departments of transportation, private sector transportation partners, and private sector
shipping partners.

Dispensing Supervisor/Lead

Dispensing is the act of directly providing MCMs to those people affected by the incident.
Dispensing activities may fall under the operations functional area of the jurisdiction’s ICS. The
jurisdiction should identify lead and back-up positions for managing dispensing activities. The
lead and back-up should have knowledge of jurisdiction’s POD plans and alternate methods
of dispensing, as well as knowledge of state and local dispensing regulations and laws.
During operations, the dispensing lead’s responsibilities vary depending on the jurisdictional
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level. At the state level, the dispensing lead interacts with the dispensing leads in the local
jurisdictions’ ICS. At the local level, the dispensing lead serves as point of contact for all POD
managers in the jurisdiction. Within the POD ICS, the dispensing lead coordinates activities
within the POD. Potential candidates may be state or local public health professionals,
private medical partners, and pharmacy professionals.

Hospital and Treatment Center Coordinator

Hospitals and treatment centers may have large requirements for a variety of medications,
supplies, and medical equipment during an incident. Coordination must exist between
incident command, the EOC, and the hospitals and treatment centers within the jurisdiction
to procure emergency medical material as needed. Hospitals and treatment centers need
to have designated leads or operate under a hospital incident command system (HICS) and
to interact with the MCM operations team. The individual in this role must have a good
working knowledge of the jurisdiction’s overall MCMDD response activities, a background in
healthcare, familiarity with healthcare facilities within the jurisdiction, and the ability to foster
and maintain relationships with healthcare facilities, hospitals, assisted living facilities, or
similar organizations within the jurisdiction. The hospital and treatment center coordinator will
facilitate the request process and coordinate MCM distribution to hospitals and treatment
centers, as well as identify sites and staffing pools for treatment centers should hospitals be
overwhelmed or incapacitated. Possible candidates include public health nurses, hospital
professionals, or members of state or local hospital associations.

Public Information and Communication Lead

Public information and communication (PIC) is a key element in MCMDD operations. PIC
leads will coordinate information with participating agencies and local media so that clear
and consistent messages direct the public to take correct actions to protect their health in
an emergency. Public information officers (PIOs) are generally assigned these responsibilities
and their activities may be coordinated through a joint information center (JIC).

Including MCM Operations Roles in ICS

As stated in Chapter 1: Concept of Medical Countermeasure Operations, the incident
command system (ICS)3 is a standardized, on-scene, all-hazards incident management
approach that
¢ Allows for the integration of facilities, equipment, personnel, procedures, and
communications operating within a common organizational structure;
¢ Enables a coordinated response among various jurisdictions and functional agencies,
both public and private; and
e Establishes common processes for planning and managing resources.

Public health emergencies, such as an influenza pandemic or a biological emergency, may
require extraordinary coordination. Managing the distribution and dispensing of MCMs,

3 www.fema.gov/emergency/nims/IncidentCommandSystem.shtm

Chapter 3: Management of Medical Countermeasure Operations Page 7
Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11



http://www.fema.gov/emergency/nims/IncidentCommandSystem.shtm

including those from the SNS and other sources, may involve multiple jurisdictions, several
levels of government, and diverse emergency response agencies. The movement of MCMs
from the RSS to PODs in local jurisdictions requires coordinated activities involving
government and private sector organizations. Managing these activities will be most
effective if all responders use the common core set of concepts, principles, procedures,
organizational processes, and terminology of the ICS.

ICS enables effective incident management even when the incident involves diverse
agencies and response organizations with numerous facilities, a variety of equipment,
specialized personnel, organizationally specific procedures, and different communications
systems. ICS also enables incident managers to identify the key concerns associated with the
incident without diminishing specific attention to any component of the command system.

Government agencies at all levels use ICS to manage incidents. Jurisdictions should manage
MCMDD operations under the jurisdiction’s established ICS and within its existing functional
areas. Using ICS provides the consistency and flexibility needed to facilitate effective
incident management.

During MCMDD operations, the jurisdiction should integrate the MCM operations team into its
ICS, along with the state orlocal EOC, to ensure that those who are most familiar with
MCMDD operations are available to direct and assist in the response. If activated, the EOC
should assign the MCM operations team members to the appropriate sections in the
jurisdiction’s ICS structure.

The jurisdiction might consider MCMDD operational sites, such as the RSS facility or dispensing
sites, as “incident sites” in the ICS structure. The management of operations at these sites
should be accomplished under the ICS functional areas and staffed as necessary with
qualified personnel functioning under the direction of the area command. In some instances,
on-site management of these activities may be accomplished using incident management
teams (IMTs) of desighated personnel that have trained and operated together for
managing a specific MCMDD operational function.

SNS planners at all levels must ensure that the activities associated with the management of
MCMDD activities apply the same management characteristics (i.e., common terminology,
span of control, etc.) as response plans for other hazards. Plans for the management of
MCMDD operations should illustrate how the functional areas assigned the responsibility for
managing these activities will be staffed and incorporated into the broader ICS for response
to all types of hazards.

The jurisdiction’s ICS provides the structure in which the MCM team will operate during an
emergency. The plan for managing MCMDD operations should outline where the jurisdiction
will place the specific MCM operations roles in its ICS structure during a response. By making
these determinations during the planning phase, the MCM operations team will know in
advance under which ICS position they will be located, to whom they will report, and where
to report during an activation. Figure 3-1 shows the ICS structure with a sample of how the
MCM operations team could be placed during a response.
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Figure 3-1: MCM Operations Team in the
ICS Structure

Determining the Alert Notification Processes

The alert notification process is an important component in MCMDD operations
management. Organizing the MCM operations team in the initial hours of a response starts
with an activation, which is accomplished using an established alert notification process. If
the MCM operations team is integrated into the jurisdiction’s ICS, the individuals on the MCM
operations team should be incorporated into the notification roster(s) the jurisdiction uses to
alert all emergency response personnel. Jurisdictions employ various methods to alert their
emergency response personnel; the most common method is by telephone to a listed
emergency contact number, but also could include using local Health Alert Networks (HAN).

Quarterly Call-down Drills of Leadership Positions

Conducting quarterly call-down notification drills of leadership positions on the MCM
operations team allows for validation of contact information in the system (manual or
automated). Call-down drills also provide an opportunity to assess personnel response times
by requesting leadership to respond with their availability and estimated time of arrival
should they need to report to their response duty location. Responsibility for planning and
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conducting routine call-down drills can be a duty for the MCM team lead or the MCM
communications/IT lead. The MCM team lead also could coordinate with the jurisdiction’s
emergency management agency to get the MCM team call-down roster included in any
regularly scheduled call-down drills conducted by partner agencies. Routine call-down drills
provide an opportunity for members of the MCM operations team to clarify their roles in the
EOC or public health EOC and provide added awareness of the role of public health and
MCMDD operations within the jurisdiction’s emergency management agency.

Exercise Notification and Activation of MCM Operations Staff

Training for individuals in non-leadership positions on the MCM operations team is also an
important component of maintaining the MCMDD operations plan. Staff turnover can affect
the ability to fill positions within the team with MCM operations staff, so conducting an annual
notification and activation drill can allow planners to assess where staffing gaps exist and
allow for recruitment of replacement staff. Annual notification and activation of non-
leadership staff also allow partners to maintain involvement and provide orientation of newly
hired staff into the MCMDD response plan.

Establishing Emergency Operations Capabilities

Because public health officials are responsible for managing numerous activities during
MCMDD operations, the jurisdiction may decide to activate a public health emergency
operations center (PH EOC), or equivalent organization, as part of the area command along
with the state or local EOC. If activated, the PH EOC should ensure that liaisons are assigned
to the state or local EOCs, where resource requests, law enforcement support, unified
jurisdictional messaging, and other important response elements will be coordinated as part
of the area command.

Dispensing or vaccination sites (e.g., PODs), and other MCMDD-related operations sites, such
as the RSS or RDS, might be considered “incident sites.” The management of activities at
these sites should be accomplished under ICS functional areas and staffed as necessary with
qualified personnel who operate under the direction of the area command. As previously
mentioned, on-site management of specific MCMDD operations activities may be
accomplished using IMTs of designated personnel that have trained and operated together
specifically for the purpose of managing a specific function.

Assignment of an IMT is generally dependent upon the size and nature of the MCM
distribution or dispensing activity. For example, a POD in which people walk through the
steps required to receive MCMs would require different resources and corresponding
supervision than a drive-through POD, even if some of the steps are the same. Consequently,
the organization of these activities would be scaled to meet the site’s specific requirements.
Figure 3-2 shows how POD staff might be aligned according to ICS, with the POD considered
as anincident site.
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Figure 3-2: Sample ICS for POD as an
incident site

Managing Medical Countermeasure Operations

A jurisdiction’s ability to respond effectively to an incident that requires MCMs will depend in
large part on the ability to manage MCMDD operations with a timeframe that includes the
recoghnition of a declared public health emergency or other incident all the way through
recovery operations. The response effort can be broken down into three phases: initial,
sustained, and recovery. Recognizing that during large-scale emergencies, these phases
may extend over days, weeks, or even longer, planners can develop comprehensive
MCMDD operations plans that span the response activities required during each phase of a
response.

During the initial phase of the response, critical activities of the MCM operations team
include but are not limited to
¢ Alerting and activating response personnel;
e Staffing activities involved in the response (e.g., EOC, RSS, PODs, etc.);
e Establishing lines of communication between command management and all
MCMDD operations units;
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¢ Coordinating between command management and partner agencies/organizations,
including both government and non-government entities;

e Developing and providing incident-specific public information;

¢ Coordinating integration and management of volunteer personnel and staff; and

¢ Providing MCMs to responders and their family members.

The jurisdiction can best sustain MCMDD activities during the response through continuous
situation assessments; rotation of personnel; reordering of MCMs, supplies, and equipment;
and other actions according to the guidance and directions outlined in the MCMDD plan.
The critical activities of the MCM operations team during this phase include, but are not
limited to
¢ Augmenting personnel and resources from outside agencies supporting the response
(federal, state, local, and private sector);
e Addressing issues related to the safety and welfare of staff and volunteers;
¢ Ensuring the continued dissemination of timely and accurate information to the public
and the public health responder force;
e Monitoring usage of MCMs, medical supplies, and equipment, and ensuring timely
replenishment;
¢ Maintaining lines of communication between command management and other
MCMDD activities managers (e.g., RSS manager, volunteer managers, POD
managers);
e Providing security for MCMDD activities in accordance with established policies; and
¢ Maintaining partnerships and agreements with both government and private sector
support agencies for use of facilities and other resources.

Once the incident has been contained, the MCM operations team plays a significant role in
recovery activities. Much of the coordination needed to carry out recovery activities may
begin well before entering the recovery phase of the response. Itis important for planners at
all levels to understand that actions during the initial and sustained phases of the response
can affect the speed and effectiveness of the recovery. For example, the detailed
agreements between public health and the owners of facilities used during the response
(e.g., POD or RSS sites) can ensure those facilities are restored according to expectation
during the recovery phase. In addition, accurate information reported by POD staff to public
health leadership can ensure effective follow-up of exposed people. The critical activities of
the MCM operations team during this phase include, but are not limited to
¢ Coordinating deactivation of MCMDD operations, such as RSS and dispensing
activities, through the jurisdiction’s EOC,;
Conducting inventory of MCMs, supplies, and equipment;
e Securing any records generated during the response;
¢ Coordinating transition of management of facilities used during the response back to
facility owners; and
e Coordinating demobilization of resources with federal, state, and private organizations
deployed to support the affected jurisdiction.
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Involving CDC Personnel in the Response

In some instances, the Centers for Disease Control and Prevention (CDC) may deploy SNS
technical teams to assist in a response, if requested. These teams — Stockpile Services
Advance Group (SSAG), RSS Task Force, and Federal Medical Station (FMS) Strike Team - are
described in Strategic National Stockpile Organization and Formulary at the beginning of this
guide. Each team consists of specialized responders who can assist the jurisdiction during the
response. These teams are designed to fit into the jurisdictional ICS structure and answer
questions concerning SNS assets, requesting additional assets, and coordinating SNS
response activities during a public health emergency.

In addition, CDC personnel will be involved in the response at the federal level through the
DSNS Team Room located in CDC’s EOC. The DSNS Team Room coordinates deployment of
SNS assets and personnel and communicates with the state’s or jurisdiction’s SNS coordinator.
The DSNS Team Room also coordinates with CDC’s EOC and the Department of Human
Services (HHS) Secretary’s Operations Center (SOC),4 as well as other federal agencies. In
addition, CDC likely will deploy personnel to the federal Incident Response Coordination
Team (IRCT).

Maintaining Medical Countermeasure Management Capabilities

Collaboration among public health agencies, emergency management, law enforcement,
the healthcare community, and other key partners and stakeholders is essential to
maintaining the infrastructure that will support MCMDD operations and response efforts.
Maintaining relationships with partners is one of the primary responsibilities of the jurisdiction’s
MCM operations team lead. To assistin maintaining the vital relationships required for
successful MCMDD operations, the MCM operations management lead can plan and
conduct regular meetings, workshops, training opportunities, and exercises.

Conducting training and exercises with the individuals identified to fill roles in the MCM
operations team is an important part of maintaining capabilities. By following a prescribed
exercise and training program developed in accordance with the Homeland Security
Exercise and Evaluation Program (HSEEP),> members of the MCM operations team can
solidify their roles and become firmly integrated into the jurisdiction’s ICS structure. Chapter
13: Training, Exercising, and Evaluating Plans provides guidance on developing and
managing a training, exercising, and evaluation program. However, it is worth noting here
three important reasons to provide a strong training and exercise program for the MCM
operations team:

1) Develop familiarity: Exercising and training allows individuals who will work together
during an emergency to develop familiarity with others on the MCM team. This
familiarity will help individuals understand their roles and how these roles fit into the
response.

4 www.phe.gov/Preparedness/responders/soc/Pages/default.aspx

5 https://hseep.dhs.gov/pages/1001_HSEEP7.aspx
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2) Build capacity: Exercising and training allows individuals and teams to be prepared to
respond, transforms an identified need or function within the written plan into a
measureable capability, and determines whether additional capacity is needed by
the team.

3) Solidify plans: Exercising and training allows MCM operations plans to evolve based on
lessons learned prior to a response. These lessons can increase the team’s planning
efforts and solidify plans before the jurisdiction activates MCM operations.

Page 14 Chapter 3: Management of Medical Countermeasure Operations

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11



Chapter 4: Requesting

Strategic National Stockpile
Assets

State, local, tribal, and territorial (SLTT) governments will be the closest to an incident and
therefore will have the lead role in response operations. State governments will play a key
role in supporting their localities and coordinating resources and capabilities throughout the
state. If a state or territory anticipates that its resources may be overwhelmed during an
incident, the state may choose to request assistance from other states using an Emergency
Management Assistance Compact (EMAC) or other agreement; or alternatively, the
governor or other authorized official can request assistance from the federal government. In
the case of a large-scale public health emergency, the state may determine that it needs
additional medical countermeasures (MCMs) to assist in response efforts. MCMs may include
medications, medical supplies, equipment, or other capabilities and in some cases the
Strategic National Stockpile (SNS) may be the best or only source for MCMs. The all-hazards
plans developed by SLTT officials should have clearly defined processes for requesting
assistance, including processes for how both public sector and private sector partners gain
access to MCMs and other assets during a large-scale public health emergency.

Determining When to Request Federal Assistance

The Department of Homeland Security (DHS) developed the National Response Framework
(NRF)! as a guide for how the nation conducts all-hazards responses. The NRF emphasizes a
coordinated federal response requiring layers of mutually supporting capabilities. SLTT
governments develop functional capabilities and identify resources required to respond to
public health emergencies, including those of catastrophic proportions, such as
technological or natural disasters, large-scale disease outbreaks, or terrorist attacks involving
chemical, biological, radiological, nuclear, or high-yield explosive (CRBNE) weapons.

1 www.fema.gov/emergency/nrf
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SLTT health officials may become aware of a public health concern before they fully
recognize it as a public health emergency (PHE). As the situation evolves, state, local,
regional, and federal public health officials, including the Department of Health and Human
Services (HHS) Office of the Assistant Secretary for Preparedness and response (ASPR) 2 and
the Centers for Disease Control and Prevention (CDC), will use existing health information
systems to share data and analyses. SLTT public health officials should request required
federal assistance during the early stages of a PHE to maximize the amount of time available
to provide MCMs to the endangered population. In scenarios other than isolated or small-
scale incidents, the federal government will take actions, such as issuing a PHE declaration,
national emergency declaration, or a presidential declaration of emergency or major
disaster under the Robert T. Stafford Disaster Relief and Emergency Assistance Act (Stafford
Act).3 In such incidents, when state and territorial health officials request federal assistance
the federal government may direct CDC to deploy SNS assets as part of a coordinated
federal response.

Federal public health and medical assistance is available under Emergency Support
Function 8 - Public Health and Medical Services Annex (ESF 8)* of the NRF. Since the
Pandemic and All-Hazards Preparedness Act (PAHPA)> was signed into law in 2006, federal
public health preparedness, response, and recovery activities have been led by HHS/ASPR.
The Public Health Service (PHS) Act® forms the foundation of HHS’ legal authority for
responding to public health emergencies. The PHS Act authorizes the HHS Secretary to

e Lead all federal public health and medical responses to public health emergencies

and incidents covered by the NRF,;
¢ Directthe U.S. PHS and other components of the department to respond to a public
health emergency;

¢ Declare a PHE and take such actions as may be appropriate to respond to the PHE
consistent with existing authorities;
Assist states in meeting health emergencies;
Control communicable diseases;
Maintain the SNS;
Provide for the operation of the National Disaster Medical System (NDMS);?
Establish and maintain a Medical Reserve Corps;8 and
To potentially provide targeted immunity for covered countermeasures to
manufacturers, distributors, certain classes of people involved in the administration of
a program to deliver covered treatments to patients, and their employees.

2 www.phe.gov/about/aspr/Pages/default.aspx

3 www.fema.gov/about/stafact.shtm

4 www.fema.gov/pdf/emergency/nrf/nrf-esf-08.pdf

5 www.phe.gov/preparedness/legal/pahpa/pages/default.aspx

6 www.phe.gov/Preparedness/planning/authority/Pages/default.asp

7 www.phe.gov/preparedness/responders/ndms/Pages/default.aspx

8 www.medicalreservecorps.gov
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The PHS Act recently was amended by the Pandemic and All-Hazards Preparedness
Reauthorization Act (PAHPRA) of 2013.°

During an incident, SLTT governments may request assistance from the federal government
when response efforts challenge or exceed the medical or public health capabilities of the
jurisdiction. During the response, state and local officials will evaluate the capabilities of the
jurisdiction’s response agencies and the governor or other authorized official may or may not
declare a state of emergency. If state officials determine that they lack sufficient capabilities
or resources to carry out an effective response, the governor or other authorized official can
submit a request for federal assistance. The Stafford Act provides the statutory authority for
most federal disaster response activities. By working through the Federal Emergency
Management Agency (FEMA) regional administrator,1° the governor or other authorized
official can submit a request to the president for a disaster declaration. This request should
outline the incident and certify that combined jurisdictional resources are insufficient to
respond effectively. The president will then make the decision whether or not to declare a
major disaster or emergency.

In most cases, jurisdictions must make a formal request; however, the federal government
may deploy assets without a Stafford Act declaration. For instance, under an HHS Secretary’s
declared PHE, HHS can assist states in preventing and controlling disease outbreaks by
providing personnel, equipment, medical supplies, and other resources from agencies that
fall under the HHS Secretary’s authority, such as CDC and the U.S. PHS. The HHS Secretary also
may activate the NDMS and deploy SNS assets without a PHE declaration. In addition,
authorized SLTT public health officials can submit a request to HHS for assistance in the
absence of a Stafford Act declaration by working through the HHS ASPR Regional
Emergency Coordinators (RECs).1!

Requesting Federal Assistance

If the state cannot meet the needs of a local jurisdiction during an incident, officials may
arrange support from another state or through assistance agreements, such as the
Emergency Management Assistance Compact (EMAC).12 If additional resources and/or
capabilities are required beyond those available through interstate agreements, the
governor or other authorized official may ask for federal assistance. Prior to requesting
assistance, SLTT officials should assess and clearly identify capability shortfalls, such as
depleted supplies of MCMs. The request for assistance should then accurately communicate
those shortfalls and the jurisdiction’s requirements. The distinguishing factor in determining
how the state should route the request for federal assistance is established by the presence
or absence of a federal disaster declaration for the incident.

9 www.phe.gov/Preparedness/legal/pahpa/Pages/pahpra.aspx

10 www.fema.gov/regional-operations

11 www.phe.gov/Preparedness/responders/rec/Pages/contacts.aspx

12 www.emacweb.org
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Request Process for Presidentially Declared Emergencies or Major Disasters

Once SLTT health officials recognize a public health emergency may overwhelm local,
regional, and state pharmaceutical and medical material response assets, they should
recommend that the governor, the governor’s designee, or other health official request
federal assistance through DHS/FEMA using the following process.

State or territorial health officials should submit requests through their respective emergency
management agency to DHS/FEMA per the established mission assignment request process
during a declared federal disaster. During such federally declared disasters, all requests for
assets should follow the prescribed request process as defined by DHS/FEMA in 44 Code of
Federal Regulations (CFR).13In that request process, the state or territory completes an action
request form (ARF) that describes the federal assistance and capability required. This process
is done at the state emergency operations center (SEOC) in conjunction with the DHS/FEMA
regional response coordination center (RRCC) or a joint field office (JFO), if established, and
submitted to DHS/FEMA. An HHS regional emergency coordinator (REC) may be located at
the SEOC or the JFO or remotely available to assist the state or territory with the request
process.

Upon submission of the ARF, DHS/FEMA may then direct HHS, through the mission assignment
process, to provide the appropriate assistance. HHS will analyze the request and determine
which operating division is best suited to fill the request and direct the deployment of assets.
In some instances, HHS may determine that the best option is to purchase the assets directly
from the vendor; in which case, the vendor would ship the assets directly to the SLTT and
would not involve CDC. Figure 4-1 demonstrates this request process.

13 http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&tpl=/ecfrbrowse/Title44/44cfr206_main_02.tpl
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Request Process in the Absence of a Presidentially Declared Emergency or Major
Disaster

In the absence of a federal disaster declaration, once SLTT health officials recognize a public
health emergency may overwhelm local, regional, and state pharmaceutical and medical
material response assets, they should recommend that the governor, the designated health
official, or other designee request MCMs by calling CDC’s emergency operations center
(EOC) at 770-488-7100 or by working through their HHS ASPR REC.

In support of this request process, representatives
from ASPR’s regional and headquarters offices
and CDC’s Division of Strategic National Stockpile

(DSNS) and Division of State and Local Readiness During suspected incidents, isolated,
(DSLR) will hold a conference call with the individual, or time-critical
requesting SLTT officials to discuss the request and emergencies, SLTT health officials
the specific situation. DHS also may be on the can request MCMs by contacting
call, especially if the incident involves a known or the CDC Emergency Operations
suspected intentional release of a biological Center at 770-488-7100 or by

agent. During this conference call, participants working through their HHS ASPR REC.

will determine if federal assistance is required. HHS

will analyze the request and determine which of

its operating divisions is best suited to fill the

request and direct the deployment of assets. In some instances, HHS may determine that the
best option is to purchase the assets directly from the vendor; in which case, the vendor
would ship the assets directly to the SLTT and would not involve SNS assets. Figure 4-2
demonstrates this request process.

Request Process for Isolated, Individual, or Time-critical Cases

During a suspected, isolated, minor, or time-critical incident, such as a single patient with
botulism or an adverse reaction to smallpox or anthrax vaccine, health officials may request
MCMs from the SNS by calling CDC’s emergency operations center (EOC) at 770-488-7100.
In these instances, the request may come from an Epidemic Inteligence Service (EIS) officer
in the field, HHS REC, a clinician, or a state or local health officer.

Once the request isinitiated, CDC’s EOC wiill quickly arrange a telephone conference call
between the requesting representative(s) and the appropriate CDC clinicians and subject
matter experts (SMEs). The purpose of this conference call is to collaborate with the clinicians
to evaluate the request by assessing the detailed information related to the request, such as
the patient’s condition, urgency of the need for MCMs, and location to which MCMs will be
delivered (e.g., hospital, pharmacy, or treatment facility) if the request is approved. Based on
the recommendation of SMEs, the CDC Director or his/her designee can authorize the
deployment of SNS assets. In many small-scale or single-patient requests, the DSNS Director is
the CDC Director’s designee for deploying SNS assets. Figure 4-3 illustrates the process for
requesting assistance directly from CDC.
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Coordination with Tribal Governments

According to the NRF, federally recognized tribal governments can request SNS assets
directly. However, CDC has been working to foster relationships in which tribal governments
partner with state and local health departments to obtain the needed medications and
assistance during an MCM response. Many tribes will find they can receive services and
supplies from state and local governments much quicker than from federal sources because
of their proximity to these entities.

State and local planners should work with American Indian/Alaska Native (Al/AN)
governments and communities, as well as the Indian Health Service (IHS), to plan how to
request, receive, distribute, and dispense SNS assets during a public health emergency.
CDC has worked with Al/AN governments to encourage tribal leadership to
¢ Designate a lead tribal liaison with the authority to speak on behalf of the tribe to help
coordinate interagency responses and negotiate agreements with other state and
local partners;
¢ I|dentify roles and responsibilities for people involved in emergency planning and
response;
e Develop plans, procedures, and guidelines consistent with neighboring community
agencies;
¢ Define what public health resources exist in the community and determine what
support will be needed from sources outside the community;
¢ |dentify at-risk or vulnerable community members who may have special needs during
a public health emergency;
e Create mutual aid agreements that help with the exchange of resources and
information between agencies during emergencies; and
o Exercise MCM distribution and dispensing responses and other all-hazards plans.

Deploying Strategic National Stockpile Assets

SNS assets can be deployed with our without a federal emergency or federal disaster
declaration. The federal government may direct CDC to deploy SNS assets prior to receiving
a state’s request or prior to a federal emergency or disaster declaration, PHE, or an important
event. HHS APSR also may direct CDC to deploy SNS assets prior to the president initiating a
coordinated federal response under any of the following:

¢ A credible threat exists, or a catastrophic incident or attack is imminent. This federal
decision to deploy can occur during certain incidents or threats, such as smallpox, a
pandemic influenza outbreak, or in anticipation of a major storm or natural hazard.

e A state makes a request for assistance. CDC may deploy SNS assets based on a
state’s request for assistance if the state or a local jurisdiction identifies a potential or
actual situation that may exceed their capabilities.

¢ A clinician’s request for assistance. When the health of an individual is at risk, CDC
may deploy assets based on a hospital clinician’s request for products with no or
limited commercial availability such as vacciniaimmune globulin (VIG) and antitoxins
or other specialized assets maintained in the SNS formulary.
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National Special Security Event (NSSE)

The federal government may direct CDC to deploy SNS assets in support of a national
security special event (NSSE). A NSSE is an event of national or international significance
determined by DHS to be a potential target for terrorist or other criminal activity. These events
have included national political conventions and presidential inaugurations. This directive
may or may not be the result of a state’s request. However, in some instances, a state will
conduct a gap analysis to determine existing capabilities and the need for additional stand-
by capabilities based on the threat analysis and estimated increase in population size due to
the special event. If the state determines capability gaps exist, the governor or other
authorized official may request support from the federal government to augment state or
local resources.

Isolated or Small-scale Incidents

Isolated or small-scale incidents may occur that require CDC to deploy specific MCMs. In
most small-scale or isolated incidents in which CDC deploys assets, SNS is the single source for
necessary MCMs; for example, when a patient presents to a local hospital with a severe
adverse reaction to a smallpox vaccine. The hospital clinician may contact CDC directly
asking for assistance or go through local and state health officials to request MCMs directly
from CDC. After consultation with CDC disease experts, the CDC Director or his/her designee
has the authority to deploy the appropriate MCMs from the SNS. CDC experts also may help
link the clinicians with other federal resources, such as the Oak Ridge Institute for Science
and Education’s Radiological Incident Management Consultation Group4 for medications
specific to treating exposure to high levels of radiation or internal contamination with
radioactive materials and, when these products are not available commercially, with the
appropriate pharmaceutical manufacturer.

Developing the Request Plan

All jurisdictions should develop plans for the request process, which includes how the request
goes from a local jurisdiction to the state or from the state to the federal government. SLTT
planners should consult with their DSLR project officers and ASPR RECs for guidance in the
development of plans for requests to the federal government. Plans also should include the
process that dispensing sites, including alternate dispensing sites and other organizations
(such as businesses, universities, hospitals, military installations, and other federal agencies)
will use to request the MCMs they need to provide prophylaxis to their constituents. In
addition, the request plan should include the process for points of dispensing (PODs),
vaccination sites, and other dispensing sites to request additional assets from the local
jurisdiction. The plan for requesting SNS assets can be included in the state’s plan for
requesting federal assistance or in the local jurisdiction’s plan for requesting state assistance.

14 http://orise.orau.gov/reacts/capabilities/radiological-incident-medical-consultation/default.aspx
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The Request Process

SLTT SNS planners should adhere to the request processes established in the jurisdiction’s all-
hazards plans and ensure that request processes unigue to a public health incident have
been established and integrated into their plans. When developing the request process for
public health emergencies, SLTT planners also should collaborate with their respective
emergency management agencies to determine the process for making formal requests for
assistance. The process will require different steps depending on whether the jurisdiction is a
city, county, region, territory, or state. Planners should be certain to include private sector
partners in the request process, as well. Hospitals, clinics, and other medical treatment
facilities may be the entities responsible for dispensing or administering MCMs and should be
aware of how to request MCMs from the state or local jurisdiction, depending on the state’s
plans to support hospitals and treatment facilities. Planners and partnering organizations at
all levels should be familiar with the process their jurisdiction will use to request assistance. In
addition, it can be useful for planners to be familiar with the process for requesting assistance
through the next tier of government so they can ensure that the initial request includes all
information required for a request to be approved at the next tier.

State or territorial officials should assist planners in the local jurisdictions to create plans for

requesting assistance that seamlessly coordinate with their respective plans. At the local

level, the request plans should include
¢ The detailed process for how local jurisdictions will notify the state of the possibility that

a request for state or federal assistance may be needed,;

The jurisdiction’s justification process, which should mirror the state’s process;

Personnel (i.e., positions) at the local level who can request assets;

Any forms that will be required to make the request;

How tribal nations will request local, state, or SNS assets if they are not already working

directly with state officials;

¢ The process for the jurisdiction’s federal and private-sector partners (such as military
installations, hospitals, closed POD sites, and alternate dispensing site partners) to
request MCMs;

e Personnel (i.e., positions) at the state or territorial level to whom the request is
forwarded;

¢ An annex containing the names and contact information for personnel in the request
process; and

e How people at the local level, including POD managers, private-sector points of
contact, hospitals, and other partners, will be informed, trained, and exercised on the
request process.

To create a request process the state planners need to determine
¢ Which official can determine that a request for federal assistance or SNS assets should
be made;
How the request will be forwarded to the governor’s office;
What paperwork will be required to make the request;
What information is required to justify a request for federal assistance;
To whom at the governor’s office the request should be sent; and
How to train and exercise people on the request process.
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The plans should include instructions or templates for justifying the state’s request for federal
assistance, including the request process for federal assistance in the absence of a federal
emergency declaration. The justification should provide fact-based observations indicative
of a significant public health threat or incident that would justify deploying federal
assistance, such as

e A clear, concise description of the situation;
Results of specimen testing, if any;
Actions already taken or decisions that have been made at the jurisdictional level,
Any mitigation measures that have been taken by the jurisdiction or state;
An assessment of available state and local response assets; and
A clear description of the capabilities needed to support the response.

The Written Plan

After determining the formal request process, planners should document the plan and
ensure that it includes

¢ Asigned copy of the memorandum of agreement between CDC and the jurisdiction
(at the state or territorial level);

e A written process for key officials (jurisdictional leadership, SNS coordinator, public
health emergency preparedness [PHEP] director, laboratory director, SLTT health
officer, or governor’s office, etc.) to communicate with one another regarding
decisions to request assistance;

e A detailed outline of the request process, including to which organizations and
personnel at those organizations requests are directed,;

o Justification outlines for requesting MCMs;

¢ Personnel within the jurisdiction who are authorized to make the request (e.g., the
state health officer may be the official in the public health office who sends the
request to the governor’s office);

¢ Personnel at the various levels through which the initial request must go (e.g., the local
jurisdiction may forward their request to the state health officer or state public health
director);

¢ Names and contact information for specific personnel filing the roles in the request
process (to avoid revisions in the plan due to staff-turnover, this should be included in
an annex that is reviewed, updated, and revised on a regular basis, at least annually);

e Written procedures for treatment facilities (such as hospitals) to request MCMs;

e Wiritten procedures for requesting state-owned or state-managed assets, such as
MCMs from CHEMPACK (for incidents involving chemical exposure) or previously
placed diethylenetriamine pentaacetic acid (DTPA) (for treatment of people
internally contaminated with specific radioactive materials);

e Wiritten procedures for requesting additional or follow-on supplies; and

e Wiritten procedures for dispensing sites (including closed PODs or treatment centers
that might require MCMs) to request additional materials (at the local level).
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Activating an SNS Response

Once a request is approved and HHS directs CDC to deploy SNS assets, DSNS will activate
the DSNS Team Room, a section of the CDC EOC through which DSNS manages
deployments and incident responses. Personnel in the DSNS Team Room will coordinate
through the designated CDC assighees (e.g., Division of State and Local Readiness [DSLR]
project officer) for the affected area and maintain contact with the state/tribal EOC or the
state SNS coordinator to obtain situational information and provide the most appropriate
and effective response. This coordination will help to
¢ Verify points of contact for SNS deployment, including the state SNS coordinator, the
address of the receipt, stage, store (RSS) site, and the contact information for the RSS
facility manager;
¢ Determine the location and any specific information about, or changes in, the state’s
preferred RSS facility;
¢ Assure that appropriate security is in place;
e Provide information on state policies and decisions concerning the use of MCMs,
including any treatment or prophylactic regimens;
Define the affected population;
e Determine the need for any media announcements, press releases, risk
communications, or health alerts; and
e Discuss SNS asset transportation plans (from RSS to PODs).

Because the situation will likely be dynamic and information about the emergency will
continuously develop and change, DSNS Team Room staff will seek updated information
about the incident as assets are delivered to the affected jurisdiction. Consequently, state
officials should be prepared to respond to queries regarding
¢ The status of critical resources or whether any additional resource shortfalls have
become apparent;
¢ The status of critical facilities and distribution systems (e.g., operations centers or the
RSS facility), including changes in locations, providers, or processes based on the
evolving incident response;
¢ Significant changes in the status of the disaster or emergency, such as any change in
the agent or any change in the known boundaries of the hazard,;
e The need or rationale behind requesting items that are not part of the SNS;
The agent involved in the incident and whether it has been identified;
¢ Whether a follow-on attack (in the case of suspected or known terrorism) has
occurred oris suspected to occur;
¢ The safety and security of pre-identified RSS facilities, distribution routes, or surrounding
areas;
¢ Hazards that may impede movement of federal personnel or assets;
¢ Any possible disruptions in connectivity between the affected area and federal
personnel on the ground or in the DSNS Team Room; and
e Any obstacles that may exist between SNS-asset sites and the RSS facility.

Staff in the DSNS Team Room will continuously monitor and update CDC officials of the
incident and the management and movement of SNS assets. DSNS Team Room staff also will
maintain contact with personnelin the affected state to ensure that materials arrive, that SNS
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assets match the inventory list provided with the shipment, and whether and when the
jurisdiction will request additional follow-on assets.

Requesting Additional Assets

If SLTTs require additional assets for response operations, health officials can request further
assistance through the emergency management process or collaborate with the HHS REC
responding to the incident for guidance on the request process. The level of federal response
will determine the avenues used to request additional assets. For example, if there is a
declared federal disaster, DHS/FEMA will establish an ESF 8 section responsible for public
health and medical services at the state EOC, RRCC, or the JFO. The JFO would task HHS to
provide the additional support and HHS would then direct CDC to deploy additional SNS
assets or look for more efficient ways to provide follow-on material. To fulfill local and regional
requirements for additional resources, local and regional managers must work with the state
to determine methods and procedures for reordering materials and exchanging information.

Planners should be aware that during some incidents, MCMs may be available in limited
supplies and may be available only on a pro rata basis. In such incidents, CDC will require
additional data to justify release of further MCMs. CDC SMEs may require additional data
from SLTT officials, which they will need to supply through the DSNS Team Room and other
communication portals. Such additional data may include the number of people in the
priority population who have received MCMs, the amount of MCMs on hand in the
jurisdiction, and any relevant surveillance data. SLTT officials will provide data proactively to
CDC through the SNS Inventory Management and Tracking System (IMATS). Further
information on IMATS is available in Chapter 6: Managing Medical Countermeasure
Inventory.

During an incident, state or territorial SNS coordinators can obtain guidance on the incident-
specific process for requesting follow-on material by contacting the DSNS Team Room or
CDC EOC. In addition, if SNS assistance teams are deployed (e.g., Stockpile Services
Advance Group [SSAG] or RSS Task Force), they will work with state and federal partners to
request additional assets from the federal government. To fulfill local and regional
requirements for additional resources, local and regional managers must work with the state
to determine methods and procedures for reordering materials and exchanging information.
Again, to ensure complete coordination, all involved parties should be kept apprised of
replenishment activities.

As is the case in all MCM planning, the process and procedure for requesting additional
assets should be documented in the plan and shared with all participating partners at each
jurisdictional level. It can be useful for the state to provide its local jurisdictions, the RSS site
manager, and inventory control lead with a flow chart of the request process with contact
names and numbers for agencies in the request process. In addition, local jurisdictions could
provide a flow chart of the POD and dispensing site request process, including contact
names and numbers, to POD inventory leads and mangers, or any other personnel that the
jurisdiction designates as a potential requester for additional federal assets.
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Chapter 5: Recelving,

Staging, and Storing
Medical Countermeasures

Receiving, staging, and storing (RSS) functions generally are carried out at the state level, but
depending on state, local, tribal, or territorial (SLTT) plans this responsibility also may be
carried out in major metropolitan cities or regionally. The RSS facility will act as the hub of the
distribution system for the state or jurisdiction to which Strategic National Stockpile (SNS)
assets are deployed. As such, the jurisdiction should design and staff the RSS to facilitate
rapid and efficient receipt and distribution of medical countermeasures (MCMs) to points of
dispensing (PODs), treatment centers, and other locations during an emergency. The number
of people to whom the jurisdiction can dispense MCMs, and ultimately the number of lives
saved, will depend greatly on the location, staffing, equipment, and type of facilities
selected for RSS operations.

Building the RSS Management Team

The RSS management team is responsible for developing the RSS plan, selecting RSS sites,
and overseeing RSS operations during a response. The RSS management team should be fully
integrated into the overall MCM distribution and dispensing (MCMDD) operations team and
coordinated through the jurisdiction’s incident command system (ICS),! as described in
Chapter 3: Management of Medical Countermeasure Operations.

Building the RSS management team begins with the RSS lead. Ideally, the person filling the
lead position on the RSS management team will be an experienced warehouse manager.
The RSS lead typically will be in charge of all RSS operations and may be assisted by a deputy
and an administrative assistant. During activation, the RSS management team lead will
ensure that the RSS facility is performing the four basic functions of the RSS, which are

¢ Receiving material;

e Storing material;

1 www.fema.gov/emergency/nims/IncidentCommandSystem.shtm
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¢ Filing orders (picking) for dispensing and treatment sites; and
e Shipping orders to those sites.

Consequently, during a response, the RSS operations team should consist of leads and
personnel for the following:
e RSS operations
Security
Inventory control
Picking/storing
Quality control
Shipping/receiving

Each lead in the RSS operations team may have two to eight staff members under them, so
planners need to ensure sufficient personnel, training, just-in-time training, and safety
equipment for those involved in a response. As in all responses, these functions should be
scalable and flexible to meet the needs of the jurisdiction at the time of activation. Table 5.1,
located at the end of this chapter, provides a breakdown of the possible RSS roles,
responsibilities, and the number of people per team during a full-scale MCM response.

Selecting a Receiving, Staging, and Storing

As the hub of the jurisdiction’s MCM distribution network, the RSS site will be one of the most
important considerations in MCM distribution and dispensing (MCMDD) planning. When
selecting an RSS site, planners should look for features that will enhance the speed and
efficiency of both the receipt and the distribution of MCMs. In addition, planners should
select at least one secondary RSS site to serve as a back-up should the primary site become
unavailable or inoperable. When selecting RSS sites, planners will need to take into
consideration physical locations, key characteristics of prospective sites, and operational
equipment needed at each facility.

Some states plan to deliver SNS assets from the RSS to intermediate sites, known as regional
distribution sites (RDS), which, in turn, will deliver the assets to local PODs, hospitals, and
treatment centers. Depending on the population served, RDS sites may have the same
staffing and location criteria as RSS facilities. Plans should include more than one RDS in a
given region to ensure redundancy. However, planners should remember that having an RDS
adds an additional step into the distribution process, which can significantly affect the time it
takes to distribute and dispense MCMs to the affected population.

Facility Location

Since itis impossible to know exactly where incidents will occur, jurisdictions should develop
plans for several, widely dispersed RSS sites that can be operational at the time of an
incident. The Centers for Disease Control and Prevention (CDC) recommends at least two
sites, a primary site and a back-up site, in two different locations to ensure the required
redundancy. In addition, CDC encourages states that have large geographic areas to
identify multiple RSS sites so that the site closest to the impacted area can receive MCMs at
the time of an incident.
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Some of the key considerations for determining RSS site locations include:

e Environmental conditions: To mitigate the possibility of the facility being impacted by
environmental conditions created by or subsequent to an incident, planners should
evaluate potential sites for all weather and environmental conditions, such as fault-
lines, floodplains, heat, wind, snow, or rain. Certain locations may increase the chance
of encountering problems that could slow or halt RSS operations. For instance, low-
lying areas may be at risk of flooding. To select locations least likely to be impacted by
hazardous environmental conditions, SNS planners may wish to consult the U.S.
Geological Survey earthquake hazards website2 and the Federal Emergency
Management Agency (FEMA) flood map website.3 In addition, planners can consult
with local community planners who know the location of environmental hazards and
local meteorologists who know weather patterns that may affect conditions of an RSS
site during adverse weather.

e Proximity to potentially impacted areas: Incidents can occur anywhere, however
planners should assess the jurisdictions in the state and consider locating RSS sites close
to those that could be more prone to incidents. For instance, areas that contain larger
or more concentrated populations could be more vulnerable to certain incidents and
low-lying areas may be more prone to flooding. Therefore, planners might select RSS
facilities located near more susceptible jurisdictions throughout the state to facilitate
MCM deliveries to the RSS closest to the impacted area.

¢ Site accessibility for selected distribution methods: When selecting an RSS facility,
planners also must consider the transportation methods (i.e., ground, air, water, rail)
the jurisdiction will use for the distribution process. Since trucks probably will be the
primary means of transport within the state, planners should select RSS facilities with
close proximity and unrestricted access to interstate highways and major throughways
leading to delivery locations. Other methods of transport will have their own planning
considerations. For example, aircraft will need an adjacent space for taking off and
landing, water transport will need a pier or dock, and rail will need a sliding or
elevated-platform station. To ensure redundancy in traffic and security planning, each
RSS and RDS facility should have multiple, secured transportation routes for entry and
exit.

Facility Requirements

RSS facilities must be located in sound, secure structures with hard surface floors and adhere
to Title 21 Code of Federal Regulations, Part 211 (21CFR211.56).4 21CFR211 pertains to the

current good manufacturing practices (CGMP) for pharmaceuticals. In particular, subpart C
outlines the requirements for buildings and facilities used to manufacture, process, package,
or store pharmaceuticals. 21CFR211.56 states that facilities should be “maintained in a clean

2 http://earthquake.usgs.gov/hazards/gfaults

3 www.fema.gov/hazard/map/index.shtm#flood

4 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=211.56&SearchTerm=sanitation
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and sanitary condition” and “free of infestation by rodents, birds, insects, and other vermin
(other than laboratory animals). Trash and organic waste matter shall be held and disposed
of in a timely and sanitary manner.”s The facility also should be free of chemical and
mechanical hazards. Other subparts of 21CFR211% provide additional facility requirements
and can aid planners in determining suitable RSS sites. In addition, ensuring that RSS sites are
properly equipped will significantly reduce the time and effort required to process SNS assets
for delivery to dispensing, treatment, and RDS sites. Jurisdictions should consider the following
aspects when selecting RSS facilities.

Facility Type: The ideal RSS facility is a functional warehouse or similar structure. However,
some jurisdictions choose to use convention centers or sports arenas when these sites are
suitable for RSS operations. Any facility identified as an RSS should have multiple loading
docks and unobstructed hard surface flooring to allow equipment to move unimpeded.
Military facilities are viable options and are authorized by the Department of Defense (DoD)
to serve as RSS sites through DoD Directive 6200.3.7

Many jurisdictions have identified airplane hangars as RSS sites due to the large floor space.
While airplane hangars may provide the necessary floor space, planners need to consider
how weather and environmental conditions may affect such facilities, as they may not have
the climate-controlled features necessary to meet cGMP as outlined in 21CFR211. In
addition, hangars do not have loading docks, so loading and unloading material will take
longer and require more forklifts, material handling equipment, and staff. Hangers also have
a door tracking mechanism comprised of an elevated steel tracking frame that forms deep
ruts in the floor. This tracking frame can create a hazard and make it difficult to roll shipping
containers or pallet jacks through the doors. Before selecting an airplane hangar as an RSS
facility, planners should carefully consider all of the barriers to using the location, including
the hangar door hazard, access to airport facilities, the need to clear traffic from active
runways, and the need for employing multiple forklifts and drivers to unload material from
and load material onto cargo trucks. In addition, planners should refer to 21CFR211.428 for
federal regulations on building design and construction features required for storing
pharmaceuticals.

Utility Requirements: During RSS operations, facilities should have adequate power for lights,
heating and air conditioning, computers, printers, radios, on-site and portable refrigeration
units used to store product, and other electrical equipment. Ideally, the facility will have
primary as well as back-up electrical power to ensure the facility’s continued operation
should the area experience power failures. Owners of the chosen facility may consider
installing generators to assure redundant electrical systems; however, this is not necessary if
plans, contracts, or agreements are in place to supply redundant power sources and back-
up lighting to the facility during an incident. For instance, planners may work with emergency

5 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=211.56&SearchTerm=sanitation

6 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

7 www.dtic.mil/whs/directives/corres/pdf/620003p.pdf

8 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=211.42&SearchTerm=Dbuildings
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management to have the RSS site identified as a critical infrastructure, which could make the
site a priority for restoring electrical service if a disruption in power occurs while the facility is
engaged in RSS operations.

Climate Control: The building must be climate controlled or have heating and cooling
equipment to maintain a temperature range of 58°— 86° Fahrenheit, the recommend
temperature to maintain efficacy of MCMs. The U.S. Pharmacopeia defines this temperature
as a “working environment of 20°C to 25°C (68°F — 77°F) that allows for brief deviations
between 15°C and 30°C (59°F — 86°F) that are experienced in pharmacies, hospitals, and
warehouses.”® All locations that store or dispense MCMs (including the RSS facility, PODs, and
hospitals or treatment centers) must maintain this temperature range.

When CDC ships items that require refrigeration, such as vaccines (smallpox vaccine or
anthrax adsorbed vaccine) or other biologic products requiring cold chain management,
Division of Strategic National Stockpile (DSNS) staff use cold chain packing protocols,
temperature monitoring devices, and specialized shipping containers to ensure that the
items remain at the proper temperature throughout the packing and shipping processes.
CDC ships these items in either an electric/battery back-up refrigeration shipping container
(Vaxi-Cool™) or a specialized foam shipping container (Endurotherm™). Planners should be
aware that CDC wiill ship most SNS products requiring cold chain management in
Endurotherms™ rather than in Vaxi-Cool™ containers. Endurotherms™ can maintain the
required temperature for up to 72 hours without electricity or the need for additional
refrigeration; however, RSS facilities should have plans for storing material requiring cold
chain managementin case the jurisdiction does not dispense the product within the
timeframe for which shipping containers can sustain the required storage temperature. See
Appendix E: Cold Chain Management for further information on the shipment of materials
requiring refrigeration.

Security and Safety Features: To ensure security of personnel and MCMs, CDC strongly
recommends that the jurisdiction not disclose location of the RSS to anyone other than
authorized staff and volunteers. The RSS facility should have controlled and limited access to
authorized personnel only. The RSS plan should include an access control system that utilizes
staff rosters and/or identification badges. To control access, the facility’s perimeter should be
secure with barriers or fencing. If the selected facility does not have an existing secure
perimeter, the jurisdiction should develop a plan to move barriers and other security features
into place during an incident. Chapter 11: Securing Assets, Staff, and Operations provides
further information on security planning.

In addition to a secure perimeter, the facility should have locks on windows and doors.
Ideally, windows will be protected from shattering, either with shatterproof glass or an
external covering, such as iron bars. Planners should work with security partners (e.g., state or
local law enforcement) to assess security of any potential RSS sites and determine whether
additional security features might be necessary during a response. The facility also should
have standard safety features for fire protection, such as extinguishers, sprinklers, smoke
detectors, and fire alarms.

9 www.usp.org/about-usp
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Jurisdictions must have further security considerations for receipt of pharmaceuticals
classified under Title 21 of the United States Code, Controlled Substance Act. The U.S.
Department of Justice’s Drug Enforcement Administration (DEA)’s Office of Diversion Control
strictly monitors distribution and storage of scheduled pharmaceutical.

Parking Area: Ideally, the facility will have a parking area secured by a fence or wall, guards,
and closed circuit video monitoring. It also should have adequate parking for all potential
personnel needed during a response and for staging trucks for loading and unloading
operations.

Loading Docks: RSS facilities with multiple docks will permit more rapid and efficient
unloading and loading of trucks. Docks should be 48—50 inches high to accommodate
unloading procedures. Dock doors should be 100 inches wide by 14 feet high (8-foot
minimum height). In addition, the driveway to the docks must accommodate a 53-foot trailer
with an 11-foot tractor, plus a turn radius for vehicles of that length.

DSNS recommends the RSS have five dock doors — two for receiving and three for shipping.
Planners will need to determine the appropriate number of dock doors based on the
estimated number of orders the RSS will fill and the number of trailers that must rotate through
the shipping process. Planners should again look to population numbers to estimate how
many docks the jurisdiction needs to accommodate the number of truckloads of material
the RSS must ship during a full-scale incident.

Ideally, docks will have automatic dock levelers to bridge the gap between the warehouse
floor and an open trailer to facilitate easy loading and unloading of trucks. Warehouses
without automatic levelers, but with doors at roughly the height of a trailer, may be able to
use dock plates between the warehouse floor and the trailer bed for movement of materials.
If the RSS is located in a facility other than an operational warehouse, planners should ensure
the facility has doors that are large enough to accommodate SNS12-hour Push Package
containers, the largest of which is 43x62x80 inches.

Planners also should be aware that SNS transport trucks do not have lift gates, so the
jurisdiction should plan for other means of unloading trucks at facilities without loading docks.
For instance, the RSS would need a driveway large enough to accommodate tractor-trailers
and have an additional area to unload assets. Without functional loading docks, RSS
operations will require multiple forklifts and qualified forklift drivers to unload trucks, position
assets in the warehouse, and load trucks distributing materials to PODs and other facilities.
Planners should carefully consider how this option could significantly slow operations before
selecting such facilities. Depending on the facility’s characteristics, the state can purchase
commercially available portable ramps to facilitate loading and unloading; however, ramps
create an incline that staff must navigate, which risks worker safety.

Material-handling Equipment (MHE): Requirements for MHE (i.e., forklifts and pallet jacks) will
vary depending on the type of loading docks available. The RSS management team lead
should work with the managers of each facility to develop an inventory of MHE available
and a list of materials/supplies that the jurisdiction will need to procure and/or deliver at the
time of an incident.
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o Forklifts: The number of forklifts required will depend on the availability of loading
docks at the facility and the amount of material that the area needs (i.e., jurisdictions
with smaller populations may require less material and therefore less MHE). However,
planners can assume that they will need four 3,000- to 5,000-pound-capacity forklifts —
two for receiving assets and two for staging assets and loading outgoing trucks — and
be aware that forklifts with larger than 6,000 pound capacity are not efficient for RSS
operations.

e Pallet jacks: In general, RSS operations will need a minimum of six pallet jacks — three to
support picking material, one for use in the quality control area, and two for staging,
loading, and unloading assets onto trucks if forklifts are not available.

Office Space and Equipment: The ideal RSS facility will have separate office space and be
equipped with standard office equipment. Because the RSS manager and other staff will
need to conduct phone calls and other office duties, planners should locate the office in a
secluded area that provides protection from the noisy environment of the warehouse floor.

Staff at each facility should have access to computers and printers for inventory
management, printing forms, and communication, if e-mail is available. Basic software
should include word processing, spreadsheet, database, and local inventory control and
reporting software. RSS staff may require a facsimile machine to transmit orders and
information from and to the command center. Planners may find it beneficial to have
printers/copiers at both the picking and shipping stations to allow workers to print multiple
copies of pick lists or shipping documents. This will be particularly important if the RSS has an
automated inventory management system, such as the DSNS-supplied Inventory
Management and Tracking System (IMATS). An ideal RSS facility will have at least three
phone lines and phones available — two for voice and one for data. The facility also should
have local area network, high-speed Internet connection, or wireless Internet connection
with WPA2 encryption. RSS managers should take an inventory of office equipment for each
RSS site and document any equipment, materials, or supplies that the jurisdiction must deliver
or procure at the time of an incident to support operational RSS plans.

Staff Comfort Facilities: The RSS site should include bathroom facilities, drinking water, and
break area where staff can eat and rest.

Facility Supplies

Some facilities may provide basic operating supplies, such as MHE and office equipment.
When developing the memoranda of agreement or understanding (MOA/MOU) with a
facility, SNS planners should clarify their needs by including specific items in the MOA/MOWU. If
the facility does not supply these items, SNS planners should develop a plan for how to obtain
these items and transport them to the RSS at the time of activation.

o Fuel for forklifts: Forklifts that run on propane will require a tank of fuel for every 8 to 12
hours of use. Electric forklifts will require battery recharge every 8 to 12 hours and a
charging station to supply replacement batteries. CDC does not recommend the use
of gasoline-powered units inside a facility because emissions pose a health hazard in
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an enclosed space. Planners should work with forklift providers to obtain instructions
and needed personal-safety supplies for filing tanks and charging batteries.

o Pallets: The RSS facility will need empty pallets for staging and distributing SNS
materials. To fill orders for PODs, treatment centers, or RDS sites, the RSS team will pick
assets (i.e., pull material from the storage area) from 12-hour Push Package containers
or pallets of managed inventory (MI) and stack boxes of material onto pallets. They will
then move these pallets to the shipping staging area and the shipping team will load
completed orders onto delivery vehicles, which will leave pallets of material at
delivery sites.

Because distribution drivers may not have time to return the empty pallets from
delivery locations to the RSS facility, DSNS recommends that planners establish a
contingency contract for 40x48-inch pallets. The contract should initially call for
delivery of sufficient pallets at the time of RSS activation and provide for the delivery of
additional pallets as required. The number of pallets necessary will vary depending on
the scale of incident, the number of shipping locations (i.e., PODs, treatment centers,
RDS sites, etc.), and the number of people who receive MCMs at each dispensing site.
In addition, the number of pallets necessary will depend on whether the jurisdiction
receives MCMs as Ml or in a 12-hour Push Package. While the RSS facility is in
operation, a team member, such as the inventory management lead, should be
responsible for ordering more pallets when supplies run low and ensuring that the
facility maintains enough pallets on hand.

A good rule of thumb for determining the number of pallets needed is to keep in mind
that one pallet of prophylactic medications (approximately 96 cases) will provide 10-
day unit-of-use bottles for 9,600 individuals. By using the jurisdiction’s population,
planners can calculate how many full pallets the jurisdiction will need to treat that
population (further details of this calculation are on page 13 of this chapter).

e Stretch wrap: Stretch wrap is similar to the cellophane covering on many commercial
products and can be wrapped around a pallet to secure the material for transit.
Planners can order stretch wrap from warehouse supply companies. DSNS
recommends 20 rolls per RSS facility to begin operations. If the RSS facility does not
have an automated wrapping machine (found in professional warehouses), DSNS
recommends ordering handles for manually wrapping pallets.

e Shipping containers: While CDC recommends shipping in whole cases whenever
possible, some jurisdictions will need to split cases of material for smaller shipments. If a
jurisdiction anticipates the need to split cases for multiple-facility shipments, planners
should address in their RSS plans how they will ship this material. For instance, plans will
need to include additional shipping containers (such as small cardboard or plastic
boxes), additional packing materials (such as, bubble wrap or foam packing
peanuts), and packing tape.

¢ Cold chain management supplies: Depending on the event and the required MCMs,
planners should have a ready source or identified supplier of cold chain shipping
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supplies for vaccines or other biological products that require cold chain handling.
Cold chain shipping suppliesinclude polystyrene packing containers, dry ice or gel
packs, and a temperature monitoring process. Appendix E: Cold Chain Management
provides further information.

e Work gloves: Planners should supply enough work gloves with rubber grips to provide
each RSS team member with at least one pair per shift. Planners should look for gloves
that have grip assists in the palm and are thick enough to protect workers from pallet
splinters or sharp edges.

¢ Sturdy footwear: DSNS recommends steel-toed boots to protect workers’ feet.
However, some staff or volunteers may not own such boots, in which case workers
should be encouraged to wear work boots, hiking boots, or other sturdy closed-toe
footwear.

e Disposable earplugs: If the RSS facility utilizes propane-powered forklifts, staff will need
ear protection. Planners should supply enough disposable earplugs to provide each
forklift operator with at least one fresh pair per shift. If the facility utilizes electric-
powered forklifts, workers will not need earplugs as these vehicles are much quieter
than the propane-powered models.

e First aid Kit: Planners should supply each RSS facility with at least one kit containing
basic first aid supplies, such as bandages, pain medication, and eye cleaner. RSS
facilities also should have an automated external defibrillator (AED) and at least one
staff member trained on its use.

o Office supplies: Planners should ensure enough pens, pencils, paper, bills of lading, file
folders, scissors, tape, staplers, staples, toner cartridges, clipboards, and pre-made
signage (if pre-made signs are not available, include colored poster board and
markers to create signs) for the duration of operations and have a plan for resupply of
these materials.

Commercial Warehouse Partners

To simplify the RSS selection process, many jurisdictions turn to commercial partners for the
use of facilities, personnel, and resources during an emergency. Most working commercial
warehouses meet the criteria for an RSS without requiring modification. Many planners foster
partnerships with professional warehouse partners by explaining the importance of the public
health mission and offering to provide MCMs to warehouse staff (and possibly their family
members) as public health responders during an incident. In addition, jurisdictions find
partnering with professional warehouse staff a highly effective way to meet the needs of RSS
operations as it relies on the proven capabilities of professional facilities and staff that
receive, manage, and ship material every day.

Jurisdictions should look at the commercial warehouses in the preferred geographic
locations to determine if they would be wiling and available to serve as an RSS facility during
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an emergency. State SNS coordinators should use the RSS Site Survey!® to conduct
preliminary reviews of all potential locations (including existing commercial warehouses). The
state SNS coordinator should coordinate with the assigned Division of State and Local
Readiness (DSLR) project officer for follow-up verification of RSS facilities under consideration.
Once a facility is selected and verified, planners should draft and have their warehouse
partners sign, a memorandum of agreement (MOA), memorandum of understanding (MOU),
or formal contract. To clarify the agreed upon arrangements, the MOA/MOU or contract
should include potential plans for long-term storage of assets as well as any commercial
warehouse personnel the facility will provide during an incident.

Verifying and Reverifying RSS Facilities

To assist planners in determining the suitability of RSS facilities, CDC developed the RSS Site
Survey.1l CDC encourages planners to use the RSS Site Survey to identify, assess, verify, and
reverify their facilities. The RSS Site Survey defines the elements available in an optimal RSS
site. CDC recognizes that some of the features described in the RSS Site Survey may not be
on site, such as cold chain storage supplies or back-up generators, but that plans are in
place to provide such equipment at the time of a response. CDC provides the list of features
in the RSS Site Survey to assist planners in ensuring the RSS meets the minimal storage
conditions (as established in 21CFR211), recognizing the items necessary for RSS operations,
determining if the selected RSS location has necessary items on hand, and identifying items
the jurisdiction needs to deliver during RSS activation.

Jurisdictions should submit a completed RSS Site Survey for each RSS and RDS (if applicable)
to their assigned DSLR project officer, who will then schedule a site visit with a U.S. Marshal to
verify the facility. Planners should submit back-up plans, written agreements, MOUs/MOAs,
and otherinformation supporting the RSS verification to the DSLR project officer before the
site visit.

During the site visit, the RSS verification/reverification participants will sign the RSS Site Survey
and include their titles and agency names. In addition, if the project officer notes any
significant gaps or deficiencies during the review, the project officer and U.S. Marshal will
work with the jurisdiction’s SNS coordinator to identify a date for a follow-up visit to complete
the verification/reverification process. Jurisdictions cannot consider their RSS locations
verified or reverified until they receive the signature sheet containing both the DSLR project
officer’s and U.S. Marshal senior inspector’s signatures.

If the jurisdiction plans on adding or changing an RSS facility location, the addition or change
must be coordinated with the DSLR project officer, who will schedule a verification site visit.

10 https://www.orau.gov/snsnet/functions/receiving.htm. The SNS Extranet is password protected. Login
information is available from the state SNS coordinator or CDC Division of State and Local Readiness (DSLR)
project officer.

11 https://www.orau.gov/snsnet/functions/receiving.htm. The SNS Extranet is password protected. Login
information is available from the state SNS coordinator or CDC DSLR project officer.
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Planners should be aware that the DSLR project officer must reverify RSS facilities every three
years.

Determining RSS Space Requirements

The amount of space required for RSS activities can vary greatly between jurisdictions. The
size of the facility will depend on the volume of material that the jurisdiction expects to flow
through the RSS and this in turn can vary by the population. Determining the space and
layout of the RSS facility are important to minimizing the warehouse personnel requirements
and time to process MCMs while maximizing the amount of material processed. While
previous guidance emphasized planning RSS space allocation and layout for the 12-hour
Push Package, CDC has since developed robust contracts with vendors and increased the
amount of Ml available. Consequently, jurisdictions should expect to receive more SNS assets
as Ml rather than in a 12-hour Push Package.

Planners should use a baseline estimate of 30,000 — 50,000 square feet for planning the space
for the RSS. This is the space needed to accommodate a full-scale response involving 12-hour
Push Packages, M|, and any additional material. However, the following recommendations
will assist planners in estimating the necessary RSS space based on the population size and
amount of material the RSS would need to hold to treat the jurisdiction’s population. In
addition, planners should recognize that it is unlikely that all the required assets will arrive
simultaneously at the RSS. It is more likely that SNS assets, probably from Ml, will arrive in
multiple shipments over a period of days or weeks, depending on the incident and the type
of assets required.

Managed Inventory (Ml)

Ml will be shipped on pallets. Standard pallets are 48x40 inches; however, planners should
calculate space requirements based on 48x48 inches to provide space on either side of a
pallet to access all the cases. Considering half of a 10-foot aisle will be associated with each
pallet, planners can estimate 36 square feet per pallet for determining space requirements.

To calculate the number of pallets of MCMs a jurisdiction might require (and therefore the
RSS space requirements for Ml), planners should consider that one standard pallet of
doxycycline or ciprofloxacin from CDC-provided MI contains 96 cases, on average, and
sometimes 104 cases. Each case contains 100 10-day unit-of-use bottles. Therefore, each
pallet will provide a 10-day supply of prophylaxis for 9,600 individuals. Consequently, a
population of 1,000,000 would require 105 pallets, which requires or 3,780 square feet of
storage space, for ten days of prophylaxis.

In an anthrax incident, an individual exposed to the agent will require a 60-day course of
antimicrobials. For follow-on pallets of 50-day unit-of-use bottles (100 tablets/bottle), 1,000,000
people would require 105 pallets of doxycycline or 193 pallets of ciprofloxacin. DSNS
recommends that planners consider that the total number of pallets (both 10-day and 50-
day unit-of-use bottles of antimicrobials) could range of between 255 and 298 depending on
the how much of each available antimicrobial the jurisdiction requests. Consequently, the
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warehouse space required to store the entire 60-day course of antimicrobials for a
population of 1,000,000 would range between 9,180 and 10,728 square feet.

Using these estimates, planners can develop a rough model of the space requirements for
their RSS facilities. It is important to note that the example space calculation represents only
oral antimicrobial prophylaxis. Depending on the incident, the jurisdiction may require other
formulary items from the SNS, such as intravenous (V) tubing or IV needles, to treat
symptomatic patients. Treatment items include pallets of multiple line items of various
configurations and sizes. RSS teams will need to stage these assets so they can quickly
identify, pick items, and link the appropriate ancillary supplies with other MCMs for rapid
distribution to hospitals and treatments centers.

12-hour Push Package

Typically, additional product from Ml will follow a 12-hour Push Package and will require
additional warehouse space. However, for planning purposes, planners should be aware
that each container in a 12-hour Push Package is 60.625 inches wide and 43 inches deep.
Therefore, to accommodate just the 130 containers of the 12-hour Push Package, the RSS
should have at least 12,000 square feet of open, level, smooth floor that is free of cracks, dips,
and other structural barriers to allow for the following minimum spaces:

7,000 square feet for storage of the 130 containers in a 12-hour Push Package
2,000 square feet for receiving and staging assets

2,000 square feet for staging and shipping assets

1,000 square feet for office space to accommodate staff for inventory control and
operations management

Information on the contents of the 12-hour Push Package is available in the Strategic
National Stockpile 12-hour Push Package Catalog.!?

Aisle Space

RSS space allocation must account for aisle width. Ideally, RSS space will provide for 10-foot
aisles between rows of containers or pallets of MCMs, which allows RSS staff to use MHE to
move pallets and accommodates two-way traffic in aisles when filling orders.

Staging Areas

Staging occursin two areas within the RSS: receiving and shipping. For receiving, RSS staff will
unload assets from vehicles and stage them near the dock for inventory (entering into
inventory list) before they store them in marked locations within the facility. For shipping, RSS
teams will fill orders by picking assets from their marked storage locations, placing the assets
on pallets, updating inventory lists (reducing stock in storage), and staging orders in the
loading area for shipping to PODs, hospitals, treatment centers, and other sites. Space

12 https://www.orau.gov/snsnet/resources/snsFormularyFinal02-15-12_ac.pdf. The SNS Extranet is password
protected. Login information is available from the state SNS coordinator or CDC DSLR project officer.
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requirements will vary based on the activities RSS planners determine each of these staging
areas will carry out.

Receiving Staging Area: If space is limited, planners may choose to limit the staging area at
each receiving dock to the space needed for one full 53-foot truckload of material, or 24
pallets, which requires 824 square feet, if the space includes ten-foot aisles, or 284 square
feet, if material is staged without aisles. Additional truckloads of material can wait on the
trucks until staff clear the staging area.

Shipping Staging Area: The shipping staging area is where staff arranges pallets in a logical
order (last location loaded first and first location loaded last) for shipping. Planners should
base the size of shipping staging areas on the size and the numbers of trucks used for
distribution operations. For example, if the jurisdiction uses 53-foot trucks for distribution, with
three dock doors available to load three trucks simultaneously, the space requirement for 24
pallets per truck, with five-foot aisles between the three pallet groupings, equals 1,872 square
feet ([{6.5” x 4’} x 24] x 3) of floor space.

If the RSS facility accommodates additional dock doors, planners could plan for additional
shipping staging if the facility does not need the space for storage. This would allow staff to
stage additional truckloads of product at multiple dock doors. Also, if the jurisdiction plans to
use cross-docking for SNS assets, RSS planners should allow for additional staging space in
proximity to the docks. Cross-docking will require space for staff to unload material from
trucks, temporarily stage it at the loading dock, and then load it onto shipping trucks.

Space Marking

Planners will find it helpful to map out staging areas for assets, mark the warehouse aisles and
pallet locations, and determine ahead of time where set-up will occur in designated staging,
receiving, and office areas. Marking the space in this way, as well as taking pictures, will help
planners orient warehouse personnel to the layout for RSS operations. Planners also must
provide a drawing of the RSS facility layout for RSS verification and reverification (see the RSS
Site Survey13).

Commercial facilities may have less floor space, but more “pallet locations” by having
elevated storage racks, which can make mapping material storage plans especially
beneficial for analyzing a facility as a possible RSS site. When the RSS facility has existing
storage racks, these will have location numbers that allow the inventory management team
to synchronize stored material with an inventory management system and track material
locations.

However, when RSS operations are located in a facility that does not typically function as a
warehouse, or if SNS assets must be stored in an open floor space, the RSS lead and SNS
coordinator will need to determine how to position palletized material in the available
space. Planners will find it helpful to map out how material locations will be identified (e.g.,

13 https://www.orau.gov/snsnet/functions/receiving.htm. The SNS Extranet is password protected. Login
information is available from the state SNS coordinator or CDC DSLR project officer.
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by aisle and/or row number) and develop a system for marking floor space (e.g., taping
outlines for aisles and rows, placing numbers or letters on the floor, etc.) to identify the
locations of stored assets. In addition, this storage system will need to be coordinated with
the inventory management system to ensure staff can inventory assets in the proper
locations and generate pick lists that accurately represent material locations.

Contingency Space

When planning the layout for space in the RSS facility, planners should be aware that a large-
scale incident will involve multiple shipments of SNS assets. Assets possibly will arrive faster
than staff can store, stage, and deliver them. Consequently, RSS sites should allow plans for a
number of contingencies, including

e Back-up space to temporarily store SNS assets in

0 The RSS facility;

0 Unloaded trailers
(temperature controlled, if
applicable) parked at the
facility, if space in the
warehouse is not available
(the trailers used to transport
SNS assets to the RSS facility

Lessons Learned

Ideally, SNS assets that cannot be unloaded
immediately into the RSS facility should be stored
adjacent to the facility. In exercises, some
jurisdictions have used tents and portable storage
containers located adjacent to the RSS facility.

should not be considered for
storage);

Tents outside the facility
(temperature controlled, if

Other jurisdictions have stored assets temporarily
at a location distant from the RSS facility, which
required additional security forces to protect the
location and some means of handling and

moving the material to the RSS facility when
space was available. This option increased the
amount of staff needed to operate the RSS facility
and delayed the movement of SNS assets to
delivery sites. Wherever assets are stored, that
location must comply with the specific
environmental conditions.

applicable); and
0 Portable storage containers
(temperature controlled, if
applicable).
¢ Additional security if temporary
storage is not available inside the
secure RSS compound;
¢ Methods for moving assets from a
temporary location to the RSS facility;
¢ Additional MHE to unload, relocate, and distribute assets at temporary sites; and
¢ Additional semi tractors to relocate any trailers dropped away from the loading dock.

Determining RSS Layout

To design the layout of the RSS facility, planners may find it beneficial to create a scale
drawing of the facility’s space, including all obstacles (e.g., doors, posts, and walls), and then
position templates of assets (12-hour Push Package containers, MHE, pallets, tables) on it.
Figure 5-1 provides an example of an RSS layout design.

While designing the RSS layout, planners should consider the following:
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e Space requirements for the receiving area (approximately 2,000 square feet),
including

0 A loading dock area with at least 600 square feet of obstacle-free space for
movement of MHE in and out of trailers;

0 An area outside of loading docks that is at least 100 feet deep to allow trucks
with 53-foot trailers to back up to docks;

0 Anin-bound staging area near the loading docks for temporary storage and
inspection of material, as needed,;

0 An area for quarantined material (i.e., damaged pallets or materials, incorrect
product, etc.);

0 A space for storage of up to100 empty pallets; and

0 Aisles that allow the passage of pallets and pallet jacks.

¢ Space requirements for the storage and picking area (at least 7,000 square feet),
including

0 Enough space to position the 130 containers of the 12-hour Push Package as well
as pallets of material;

0 Space to hold unreleased material and receipts of supplies to support MCM
operations;

0 Aisles between containers and pallets that allow for two-way traffic with pallet
jacks; and

0 Space that allows the doors of all 12-hour Push Package containers to face the
aisles for easy access to their contents.

e Space requirements for the shipping area (approximately 2,000 square feet), including
o Dedicated dock space for outgoing orders;
0 A staging area for outbound palletized material receiving quality control
inspection prior to shipment; and
o Aisles that allow the passage of pallets, pallet jacks, and forklifts (if used).

¢ Space for a dedicated office area (approximately 1,000 square feet), located away
from the noise of the warehouse floor, for command and management activities and
to provide workspace for federally deployed personnel, if required or requested.

e Space for the inventory control team that is conducive to internal communication,
phone calls, and computer work. Planners might find it helpful to provide a space
adjacent to the storage and shipping areas. This can enhance communication
between these teams and increase movement of materials to fill orders. These teams
also can work together to rapidly correct discrepancies in orders.
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¢ While previous guidance required planning for a space within the RSS site for
repackaging bulk MCMs, DSNS has since established enough contingency contracts
with professional firms to repackage tens of thousands of regimens per day, thus
removing this space requirement.

Sample RSS Warehouse Floor Layout

(Not drawn to scale)
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Figure 5-1: Sample RSS layout design. From Field
Operations Guide for Marking a Receive, Stage, and
Store (RSS) Warehouse Floor, available from DSNS.

Developing Receiving, Staging, and Storing Plans

As with all areas of MCMDD planning, the plans for operating and staffing RSS facilities must
be both scalable and flexible to ensure the RSS facility can accommodate a rapid and
potentially sustained response. Written RSS plans should include the following:
e The address of the RSS site
¢ The name and contact information for the facility manager
o The addresses for all back-up RSS facilities and contact information for facility
managers
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¢ Photographs of the facilities, including satellite mapping photographs as well as
interior and exterior photographs

¢ Available square footage of the facility, and back-up facility, and maps of how

material will be placed in the available space

Detailed security plan, security staffing requirements, and credentialing system

Mapped entrances and exits for routing vehicles

A list of MHE available at each facility

A list of available office equipment at each facility and any materials the jurisdiction

will be required to supply when the RSS facility is activated

Training plans for staff

¢ A plan for staff comfort management, including lengths of shifts, restroom and dining
facilities, break areas, lodging, family care, etc.

RSS facility activation plans, including
¢ Incident-specific site selection criteria;
Call-down rosters for staff and identified back-up staff;
Site set-up plans;
Names of lead personnel and RSS team members;
Job action sheets for various staff positions;
Just-in-time training materials and plans for staff;
The name of the person authorized to sign SNS custody transfer forms;
DEA distributor documents and chain of custody protocols and procedures for
controlled substances, including the names of individuals or facilities authorized to
receive and request controlled substances; and
¢ Plans for activating facility systems (i.e., electrical, phone, communications, etc.).

RSS facility demobilization plans, including

e Inventory of SNS assets;
e Plans for returning 12-hour Push Package containers or recoverable items;
e Plans for storage or reallocation of unused MCMs; and
o Staff debriefing.
Security

Because of the critical function that it performs, it is imperative for the jurisdiction to supply
adequate security to protect the RSS facility and staff. Sabotage, maliciousness, and other
acts could threaten the RSS and the entire MCMDD operation. Chapter 11: Securing Assets,
Staff, and Operations provides further discussion of security to protect personnel, facilities,
assets, and equipment, butimportant actions that the jurisdiction should take to ensure
security of the RSS include
e Installing perimeter fences to keep unauthorized persons away from the site;
¢ Ensuring doors can be locked to prevent unauthorized entry;
¢ Ensuring that RSS facility lead and back up have keys, security codes, or other
required access to unlock all gates, doors, and loading docks;
e Providing multiple access points at each RSS compound that allow multiple secure
methods for entry and exit for personnel and vehicles; and
¢ Methods to secure controlled substances (Further discussion on controlled substances
and DEA security and storage requirements appear later in this chapter).
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Activating the RSS Facilit

Activation is the first critical phase in the RSS operation. The amount of effort required to
activate the RSS facility to receive SNS assets, store them temporarily, fill orders, and ship
them to PODs and treatment centers can depend on how the facility functions before an
emergency. If the facility typically functions as a warehouse, it most likely will have MHE, such
as forklifts and pallet jacks, and personnel support services. If the RSS generally functionsin
another capacity, activation will require the delivery of MHE and other support before the
facility can function as an RSS. If the facility is unused prior to an emergency, activation must
also include the establishment of basic functions, such as electricity, lighting, heating or air
conditioning, ventilation, phone lines, and personnel support services. If the facility actively
works as a warehouse, depending on the space needs and the space available, staff may
need to move out or relocate the goods stored in the facility. In addition, staff will need to
relocate any trucks and trailers not involved in the immediate response.

The RSS lead should partner with law enforcement to perform a security screening of the
facility prior to the arrival of SNS assets to ensure that no previously undetected security risks
exist or that nothing impedes the plan for RSS activities. For example, the RSS plan may call
for trucks carrying SNS assets to arrive via a surface street that is closed due to construction at
the time of activation. Law enforcement officials may be able to have that area temporarily
reopened or direct trucks through another route. Law enforcement also can assist in
providing clearance and identification badges for personnel arriving at the RSS facility during
activation.

The activation plan should include staff rosters and call-down lists. The plan also should note
who is responsible for notifying staff (e.g., RSS, warehouse manager, etc.). Once activated,
team leads should receive job action sheets defining their roles in RSS activities. As staff arrive,
they should be assigned to teams and provided with just-in-time training (if they have not
previously been trained or need a refresher) and job action sheets for their roles, including

e Receiving assets (i.e., unloading trucks);
Controlling inventory (receiving, order fill, shipping);
Staging received assets prior to storing on the shelf;
Storing assets;
Filing orders (i.e., picking products from the shelves, pallets, or 12-hour Push Package
containers);
Staging assets to be shipped;
Quality control (QC) of orders before they are shipped,;
Shipping assets (i.e., loading trucks);
Securing the site, assets, and personnel;
Ensuring worker safety; and
Providing communication/IT support.

Each of these considerations applies equally to the back-up facility (or facilities) that would
be used if the primary location is unavailable.

Incident-specific Site Selection Criteria: During a response, planners should indicate which
RSS facility is preferred for delivery of SNS assets. This may be the primary, back-up, or
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additional RSS site that best meets the needs of the jurisdiction for the incident. The preferred
RSS site must be able to operate fully and effectively and be located in an area out of the
immediate incident scene. It might be the one central to the intended delivery points (PODs,
treatment centers, or RDS); it may have more favorable agreements to meet the needs of
the incident (e.g., space for long-term storage for a sustained response, such as a pandemic
influenza); orit simply may be a site that can most rapidly mobilize for the response.

Distance to delivery sites might be a consideration during a public health emergency
response since it can affect delivery time. In addition, material requirements of PODs and
treatment centers may change rapidly. If an RSS facility is located far from these sites, travel
time, traffic congestion, and the need for protecting delivery vehicles en route may hinder a
rapid response. Longer distances also may interfere with the quality of radio communications
between drivers, delivery locations, and RSS facility personnel.

Receiving SNS Assets

SNS assets will arrive at the RSS in 12-hour Push Package containers or, more likely, on pallets.
The time and number of staff required to unload trucks will depend on the RSS facility’s
resources (e.g., loading docks and MHE) and the amount of material shipped from the SNS.
For example, a 12-hour Push Package ships in at least eight 53-foot tractor-trailers carrying 16
to 18 cargo containers each and the number of trucks delivering palletized SNS Ml will vary
depending on the type and quantity of material delivered.

If the RSS facility has a standard-height dock with levelers or dock plates, a two-member RSS
receiving team can easily unload and store a single tractor trailer load of 12-hour Push
Package containers in less than 30 minutes by manually rolling containers off the truck and
into pre-identified storage locations. The more docks and team members to assist in
unloading, the faster the 12-hour Push Package can be unloaded and stored in its
designated space.

In RSS facilities without standard loading docks, staff can unload SNS assets using other
options, but planners should be aware that this will slow operations. Planners also should be
aware that most CDC-provided trucks do not have lift gates, which means staff must use
forklifts or other means to unload. Portable ramps are a viable option and can be purchased
on the open market. As previously mentioned, ramps create an incline that staff must
navigate both into and out of the tractor-trailers, so safety becomes even more important.

When staff use forklifts in the absence of standard loading docks, unloading 12-hour Push
Package containers will require more people and time. To unload a 12-hour Push Package
using forklifts, plans should call for at least four people per truck: one on the truck to position
containers at the rear of the truck, one to drive a forklift, and two to move containers into
place after the forklift drops them into the RSS facility. Unloading the 12-hour Push Package in
this fashion takes approximately 45 minutes per truckload.

MI will require forklifts and/or pallet jacks to remove the pallets from the trucks and position
them in the receiving staging area. A standard semi-trailer holds 24 pallets, which may be
double stacked (i.e., 48 pallets) depending on the weight of the product and height of the
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pallets. One to two forklift drivers can efficiently unload a full semi-trailer and position material
in a short imeframe. However, if forklifts are not available, several staff members will be
required to move material with pallet jacks. As previously mentioned, SNS assets may arrive in
varying configurations from several different locations and not every vehicle that arrives at
the RSS will be fully loaded. For instance, one truck may arrive with 20 pallets of material from
one CDC facility, while another may arrive several hours later with the rest of the shipment
from another CDC facility.

In addition to unloading material, the receiving team should have a process for

e Inspecting material and verifying packing list quantities before storing;

¢ Placing material of suspected condition or missing/incomplete documentation in
guarantine; and

¢ Initiating the inventory control process by recording received products’ storage
locations, lot numbers, and quantities. This process also should include a method for
deducting outbound shipments from the inventory balance. Chapter 6: Managing
Medical Countermeasure Inventory provides further information on inventory
management systems.

Accepting Custody of SNS Assets

Once staff has unloaded the shipment, a designated official from the jurisdiction must sign for
custody of SNS assets before the jurisdiction can use them. An SNS technical advisor will
provide a list of the items transferred to the jurisdiction and require a signature on the
custody-transfer form.14 When CDC ships SNS assets without CDC personnel present, the
receiver should sign the shipping documentation and send it to the DSNS Team Room
Operations Manager. CDC will provide a fax number and e-mail address for return of signed
documents when it ships SNS assets.

In addition to a signed custody-transfer form, states and territories must also sign a
memorandum of agreement (MOA) obligating the state to adhere to handling instructions
provided by CDC, maintain security of SNS assets, and to return SNS recoverable assets
according to CDC guidance. An example MOA! is available on the SNS Extranet. Planners
should fill out the MOA during the planning phase and keep it on file until needed. CDC
recommends that planners complete this agreement prior to an incident, but if a current
copy is not available when the jurisdiction activates the RSS, the official who signs for custody
of the assets also must sign the MOA.

The SNS contains a variety of drugs classified as controlled substances and each 12-hour Push
Package arrives with one DEA-approved storage container (container number 100) that
includes controlled substances. Federal and state officials responsible for receiving and
distributing SNS-provided controlled substances must adhere to all pertinent local, state, and

14 https://www.orau.gov/snsnet/resources/AppHCustodyTransferForm_ac.pdf. The SNS Extranet is password
protected. Login information is available from the state SNS coordinator or CDC DSLR project officer.

15 https://www.orau.gov/snsnet/resources/ApplSampleMOA_ac.pdf
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federal regulations regarding the distribution and dispensing of controlled substances. These
regulations require tracking of distribution and dispensing at the federal, state, local, and
patient levels. Planners should contact the local DEA office!¢ for additional information to
ensure that they meet these federal requirements.

An authorized DEA registrant also must sign the SNS custody-transfer form and DEA Form 22217
for the Schedule Il controlled substances in the shipment, including when a jurisdiction takes
custody of a 12-hour Push Package. If the registrant is not present at the time of asset
transfer, the jurisdiction can identify him/her on the SNS custody-transfer form and provide
the appropriate signatures and DEA Form 222 later. Further information on receipt and
handling of controlled substances appears below.

To reduce the time needed to transfer custody of SNS assets during an emergency,
jurisdictions should supply CDC with the following items in advance of an incident:
¢ A ssigned copy of the MOA between the jurisdiction (state, tribal government, military
installation, etc.) and CDC, which CDC will keep on file. Should the jurisdiction’s legal
counsel have objections or modifications to the MOA, they should send these in
writing to the DSLR project officer. DSLR will forward these to the Department of Health
and Human Services (HHS), Office of General Counsel for review.
¢ A list of personnel authorized to sign for SNS assets on behalf of the state, including
DEA registrants. The jurisdiction should identify at least two individuals to ensure
someone will be available to accept custody of SNS assets upon their arrival. The
jurisdiction also should provide multiple methods for reaching each individual 24 hours
a day, seven days a week.

Controlled Substances

The Controlled Substances Act (CSA) of 197018 (21CFR, Part 1300) frames the federal drug
policy on controlled substances and DEA is the lead federal law enforcement agency
responsible for enforcing the CSA. The CSA requires special handling of controlled
substances, including during RSS operations. Controlled substances can arrive at the RSS
either in the 12-hour Push Package or on pallets from MI. The one DEA-approved container of
controlled substances in al2-hour Push Package (container 100) contains morphine sulfate,
which is a Schedule Il controlled substance, and diazepam and midazolam, which are
Schedule IV controlled substances. DEA regulates the storage and transfer of Schedule Il and
Schedule IV controlled substances in accordance with 21CFR.1? The recipient must secure
Schedule Il and Schedule IV controlled substances in a cage, safe, vault, or locked drug
cabinet. The size of the secured, locked enclosure is dependent on the amount of material
stored.

16 www.justice.gov/dea/agency/domestic.htm

17 www.deadiversion.usdoj.gov/faqg/dea222.htm
18 http://www.deadiversion.usdoj.gov/21cfr/cfr/2101cfrt.htm

19 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
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DEA registers individuals and organizations, such as hospital pharmacies, to handle specific
classes of controlled substances by issuing them a distributor’s license. Members of
organizations holding a distributor’s license are known as agents. Licensees and agents
(referred to here as “registrants”) who transfer controlled substances must ensure that
recipients have the proper DEA authorization to receive them. They also must keep a
detailed chain-of-custody record of all transfers. The person who receives Schedule ||
substances is required to initiate a request to transfer the material using a DEA Form 222. In
addition, a designated state official (registrant representative) must sign for receipt of SNS
assets containing controlled substances using DSNS Form 1237A, Controlled Substance DEA
Custody Transfer Form.

DEA Distributor Registration: Each state participating in the SNS program should register as a
distributor with DEA in order to provide a legal conduit for the shipment of controlled
substances during an emergency. However, states do not have to register each RSS site with
DEA for storage of controlled substances. With a few exceptions, states do not otherwise
receive, stage, or store controlled substances at the RSS locations except in time of national
emergency. DEA understands that states may not be able to determine which designated
site to activate until the time of an incident and for this reason will permit RSS locations in
each state, in time of national emergency, to receive, store, and distribute controlled
substances under one centralized DEA distributor registration held by that state’s
government.

State participants who stockpile any controlled substances at an RSS location prior to
activation for a national emergency must first obtain a separate DEA Distributor Registration
at that location and meet all security and recordkeeping requirements. Applications and
detailed instructions on DEA distributor registration process are available on the DEA
website.20 DSLR project officers also can provide assistance on applying for the distributor
registration.

Transfer Requirements: DEA recognizes that a large public health emergency may prevent its
registrants from following normal recordkeeping requirements. In this case, DEA allows
transfer of controlled substances during an emergency even if a DEA registrant is unavailable
to accept them and sign a Form 222 for Schedule Il substances. State DEA registrants
eventually must provide CDC with signed Form 222s for each Schedule Il transfer, but do not
have to do so at the time they transfer SNS assets. Jurisdictions also must use DSNS Form
1237A for shipping and custody transfer of all controlled substances (Schedule Il and V) from
DSNS-registered facilities to the supported registered site, such as a hospital or treatment
center. For all Schedule Il substances, jurisdictions should use DEA Form 222 in conjunction
with DSNS Form 1237A for material transfer.

If CDC transfers controlled substances when the DEA registrant is unavailable, CDC
e Must know the name and DEA number of the person who will eventually sign the Form
222;

20 www.deadiversion.usdoj.gov/drugreg/reg_apps/index.html
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¢ Will require the person who receives the material to show a government-issued ID
(e.g., a driver’slicense) and sign copies of the manifest that itemizes the controlled
substances transferred; and

¢ Will require the registrant to sign a DEA Form 222 for each transfer of Schedule Il items
as soon as practical after the physical transfer.

DEA will hold the registrant responsible until that person transfers the stock to another
registrant (e.g., a pharmacy at a hospital or treatment center). DEA also will allow transfer of
controlled substances to multiple facilities using a copy of the manifest (or another unofficial
form) as long as a chain-of-custody record is maintained.

Storage Requirements: Because of the special security requirements of controlled
substances, planners should consider storage options for those items that arrive from the SNS,
such as
¢ Leaving controlled substances in the specialized hard-cased air cargo containers that
DEA approves for secure storage;
¢ Using local law enforcement to provide security for controlled substances;
e Using a police evidence locker, portable lock box, or security cage for storing
controlled substances; or
¢ Using a safe or vault at another facility (e.g., pharmacy, hospital, trauma center,
methadone clinic, or wholesale drug distributor) that meets DEA standards.

Governing Laws: The controlled substance laws of the jurisdiction may be more stringent than
21CFR2t under which the requirement for DEA Form 222 falls. Planners need to work with the
jurisdiction’s public health legal advisors to review specific laws and ensure compliance. If
state laws are more restrictive, public health law professionals can assist SNS planners in
determining the effects of these laws on the ability to receive and dispense controlled
substances and propose solutions to the state Board of Pharmacy.

For detailed information about federal controlled substance regulations, examine DEA’s
Diversion Control Program.22

CDC Assistance: After drafting the proposed policy for storing and handling controlled
substances, CDC (and DEA Headquarters) strongly suggest that jurisdictions meet with the
local DEA Diversion Control Program Field Office (listed on DEA’s website23) or the state’s
Board of Pharmacy to gain concurrence. Jurisdiction representatives can contact their DSLR
project officer for help in working with the Diversion Control Program office.

Storing SNS Assets

Upon receipt at the RSS, staff must transfer material to assigned storage locations.
Jurisdictions may decide to pair job functions in the RSS based on the processes that they

21 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=1305

22 ywww.deadiversion.usdoj.gov

23 www.justice.gov/dea/agency/domestic.htm
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complete. One school of thought pairs storing and picking functions together and receiving
and shipping together to complete typical warehouse processes. Another school of thought
pairs storing and receiving functions together since these complete the receiving process
and picking and shipping together since these complete the ordering process. The
jurisdiction should organize staff using a method that works best for the particular RSS facility.
Generally, the staff assigned to work on storage of material also is responsible for filing orders
(picking) received from the inventory control team. Chapter 6: Managing Medical
Countermeasure Inventory provides guidance on the role of the inventory control team and
use of inventory management systems forinventory control at the RSS.

Managed Inventory (Ml)

Staff will need forklifts or pallet jacks to move Mi (i.e., palletized material) into its storage
locations. The SNS coordinator and RSS lead should work together to develop an inventory
management process that assigns location identifiers to warehouse so that the pick team
can readily locate material. When the RSS is located in a commercial warehouse, CDC
recommends that RSS staff use the facility’s existing system for identifying storage locations,
provided it is compatible with the inventory management system (IMS) being used for RSS
operations.

12-hour Push Package

Thel30 containers of the 12-hour Push Package are numbered sequentially and color-coded
by product type. The color-coded document pouches on the front of each container
identify the type of product in the container:

¢ Red: oral antimicrobials

¢ Yellow: intravenous drugs and supplies

e Blue: airway supplies

¢ Clear: medical/surgical supplies

e Pink: pediatric supplies

The best way to organize a 12-hour Push Package in the RSS facility is by positioning the
containers (i.e., storing them) by product type and sequentially by the container number
printed vertically on the container (See Figure 5-2); note that the horizontal number is the
container serial number. Staff should use the container numbers as storage location
identifiers for inventory control, which will make it easier to locate specific products. Since
containers most likely will not come into the RSS in sequential order, RSS staff should mark the
floor with positions for each container number. This way, as each container comes off the
truck, staff can easily roll it to its position, regardless of whether the neighboring containers
are in place.

Page 24 Chapter 5: Receiving, Staging, and Storing SNS Assets

Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11



The document pouch on the container includes a list of its contents and a diagram of how
the products are arranged in the container. Staff should position containers so the doors face
the aisle to allow easy access and removal of the contents. When personnel are ready to
begin picking material from a 12-hour Push Package, they should remove the container
doors and place these to the right, between the containers, which will allow pick teams
access to the document pouch when necessary.

Container Number

Figure 5-2: SNS 12-hour Push Package container

Picking (Filling Orders

Various locations, including PODs, hospitals, local health departments, or the state
emergency operations center may generate requests. Once RSS staff receive orders and
enter them into the inventory management system, they will generate documents for the
pick team to use to pull assets from storage locations and fill the orders.
The RSS operations plan should address
e How orders will be routed to pick teams for filling;
¢ The size and number of pick teams (DSNS recommends three people per team, two to
pick product and stack it on pallets and one to provide quality control of orders a
they are picked); and
o Whether staff will conduct quality control of orders as they fill them or after they place
completed orders in the shipping staging area. The pick team will circulate through
aisles removing product from storage locations and placing it on a pallet to fill each
request.

On each team, one person should track the requested material on the list and call out
products to the team (quality control) while other team members pull required material from
storage locations and stack it on the pallet. When the pallet is full or the order is complete,
the team will take the pallet to the shipping staging area for preparation for shipment. A
member of the quality control team may circulate with the pick team to ensure that all
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requested items are included in the order, or the pallets may go through quality control after
staff stage them in the shipping area.

If the incident requires dispensing of prophylactic medications, PODs will typically order unit-
of-use oral antimicrobials or doses of vaccine, but depending on the incident, treatment
facilities might order
¢ Intravenous medicines, intravenous administration supplies, fluids, life-support
medicines, airway equipment, and medical or surgical items for treating casualties;
Material or antidotes to care for people exposed to chemical or nerve agents; and/or
¢ Unit-of-use antimicrobials or vaccines for therapeutic treatment during a biological
incident.

Staging and Shipping Assets

Once the pick teams fill orders for specific locations, they should stage pallets in the shipping
area next to the loading docks to be loaded onto trucks. The shipping team should establish
and mark staging areas for each shipping destination to ensure that the orders are not mixed
during the staging process. The distribution lead should have identified routes for vehicles
delivering assets to various sites within the jurisdiction. Shipping teams should stage orders so
that orders for the last site on the delivery route are loaded onto the truck first. Chapter 7:
Distributing Medical Countermeasures provides further distribution information.

The quality control team may check orders in the shipping/staging area or while embedded
with the pick teams; either way this function should be performed before the shipment leaves
the RSS. Some of the functions that staff should perform in the staging/shipping area include
¢ Verifying accuracy and correcting discrepancies in filled orders and reporting these to
the inventory control team;

e Preparing material for delivery (stretch wrapping, marking pallets with shipping
location and pallet number [e.g., Wilson High School POD, Pallet 1 of 3], and affixing
shipping documents);

¢ Returning copies for filled orders to the inventory control team;

e Verifying delivery locations; and

¢ Assisting in loading material onto delivery trucks.

Determining Personnel Needs

RSS facility personnel are critical to operational success. Each staff member should be
trained and attend RSS exercises to fully understand their responsibilities and the importance
of the RSS functions to the MCM receiving and distribution process.

Itis difficult to gauge how many staff RSS operations will require. As with all preparedness
plans, the jurisdiction must develop scalable and flexible RSS staffing plans. This becomes
particularly critical if the incident requires extended RSS operations, such as a pandemic
influenza response, and the RSS plan must identify additional staff to assistin extended
operations. In addition, a facility with too few personnel, or untrained personnel, can delay
delivery of needed supplies to dispensing sites.
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While staffing levels will vary depending on the incident and SNS assets shipped to the
jurisdiction, Table 5.1 provides a list of possible personnel, staffing levels, and responsibilities for
a full-scale RSS operation. Table 5.1 assumes the jurisdiction receives a 12-hour Push Package
and follow-on MI. Planners need to determine their own staffing needs based on the
characteristics of the RSS facility and response.

Table 5.1: RSS Roles and Responsibilities

Warehouse
personnel roles

RSS
manager/leader

Responsibilities

Facility management

Has 24-hour authority and responsibility for
all operations concerning the RSS site

May sign for the assets

Possible number of
personnel per shift

Inventory control
team

Tracks inventory

Receives SNS asset database and creates
picking tickets based on requisitions and
inventory supplies

Updates inventory to reflect completed
orders

Llead +2 =3

Storage/picking
team

Stores material (rolls containers from the 12-
hour Push Package into place or puts
pallets of material on shelves orin assigned
storage locations)

Picks orders, builds pallets
Labels pallets, records stock numbers,

completes and copies the picking ticket to
give to drivers

Lead +12 =13

(four teams of 3)

Quality control

Checks inventory upon receipt

. o o Lead +1=2
team Monitors picking and shipping processes
Receives SNS assets, offloads into receiving
inDi ivi or staging) area
Shipping/receiving ( ging) lead+2=3

team

Loads material onto the trucks
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Warehouse
personnel roles

Possible number of

HEElel gL 2 personnel per shift

Security
manager/lead

Coordinates facility security and
determines security staffing needs

Checks/issues staff identification badges

Works with and/or is a member of local law
enforcement 1

(See Chapter 11: Securing Assets, Staff, and
Operations for further information on
security roles)

Communications/IT

Ensures viability of facility’s computers,
communications devices, and internet
connections

Provides just-in-time training on computer
software, if needed

Troubleshoots computer and 1
communication equipment issues

(See Chapter 10: Strategic and Tactical
Communications for further information on
communications roles)

Ensures staff have appropriate safety gear
for warehouse operations (e.g., sturdy
footwear, gloves, etc.)

Provides just-in-time safety training

Safety
Manager/Leader Ensures functionality of facility’s first aid kit 1
and AED
Ensures functionality of facility’s back-up
generators or other safety devices
Flasiars Available to assist all teams as needed 5
Supervises all teams and reports directly to
the Warehouse/RSS Manager
Verifies contents of the shipment once it
Team lead has been released to the state 1
supervisor , ] ,
Coordinates how shipment is sorted
Oversees all activities of each team
TOTAL 28 per shift
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Planners should work with the RSS management team to identify individuals to fill leadership
positions and their back-ups in advance; provide these personnel with training on their roles;
and include them in quarterly call-down drills to test response capability. An up-to-date call-
down system is crucial to ensuring that contact information is accurate and personnel will
report during RSS activation. The RSS management team should develop detailed job action
sheets for each of the RSS functions and involve key individuals in training and exercise
opportunities for their functions prior to an incident. The RSS management team also should
develop just-in-time training materials for each of the RSS functions to familiarize personnel
working within those functions. It is also important to provide training on safe use of MHE to
personnel responsible for operating it.

Due to the possibility for extended operations and the need for trained and efficient
personnel, partnerships with commercial warehouses may be useful to developing staffing
plans. Planners should develop agreements to include pre-existing, trained warehouse staff
while arranging for use of the facility. Commercial warehouse staff should already be familiar
with the facility, processes, and functions described in this chapter and wiill likely need
minimal training to run an efficient operation. If these personnel are available as part of the
agreement, RSS plans should include them in call-down drills to ensure their ability to respond
to an incident.

Demobilizing the RSS

RSS plans should include the actions required for demobilizing the facility once the response
ends. Demobilization plans should include actions required for

Returning SNS recoverable items (see the following section);

Inventory of SNS assets;

Storage or reallocation of MCMs not used during the response; and

Staff debriefing.

Following response operations, the jurisdiction should conduct an inventory of SNS
recoverable items. CDC retains ownership of durable assets, including
e 12-hour Push Package containers;
CHEMPACK containers;
Portable ventilators;
Ventilator storage cases;
Vaxi-Cool™ mobile refrigerators; and
SNS equipment used to support deployed SNS personnel (e.g., laptop computers,
communications equipment, etc.).

CDC spells out the terms of use for these items in Appendix | of the MOU that the jurisdiction
signs with CDC for SNS assets. The jurisdiction must return durable assets to the CDC, at CDC
expense, upon request or when no longer needed for the public health emergency
response.

Each jurisdiction should determine, and include in the demobilization actions, plans for SNS
assets that were distributed to PODs, treatment centers, or other facilities. For example, some
states have determined that MCMs from the SNS will remain with the local health
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department following a public health emergency. However, planners should be aware that
MCMs distributed under an emergency use authorization (EUA) may have restrictions on how
they can be used following the incident. Planners should work with public health law
professionals and their DSLR project officer to determine whether and how the jurisdiction
can use assets following an incident.

Once RSS operations end, staff at the RSS may need a debriefing and instructions on how to,
whether, or when they will receive compensation, how to submit time sheets (if required),
and what information they can share with friends or family members about their actions
during the incident. The jurisdiction must decide whether staff debriefing is required and what
should be included in plans for these debriefings.
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Chapter 6: Managing
Medical Countermeasure
Inventory

Once medical countermeasures (MCMs) arrive at the state’s receipt, stage, store (RSS)
facility, they will need to be inventoried and broken down into shipments to go to dispensing
sites. The RSS wiill utilize an inventory management process for receiving, storing, and locating
assets to fill orders for shipment. This process relies on an inventory management system (IMS)
to track the movement and storage of assets within the RSS and associated processes for
managing MCMs, including receiving, storing, picking (i.e., pulling items from storage to fill
orders), and shipping orders to dispensing sites. In addition, the jurisdiction can link its IMS to
systems that will allow a line of site of available MCMs from the federal down to the local
level. State Strategic National Stockpile (SNS) planners will need to build an inventory
management team (IMT) and work closely with warehouse professionals to develop and
utilize an IMS for MCM operations.

Understanding Management and Trackino

The inventory management process includes multiple steps, many of which occur
simultaneously and cyclically as MCMs move from the federal level to the people who need
them. Figure 6-1 illustrates these steps, which include

Mobilizing (activation)
Ordering/requesting resources
Approving requests

Receiving inventory

Storing inventory

Picking orders

Shipping inventory/orders
Dispensing MCMs
Demobilizing

©COoNoOOrWNPE
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To successfully respond during an
emergency requiring dispensing of
MCMs, all points of dispensing
(POD:s), treatment centers,

Mobilize ~ Demobilize
— Order _

Dispense

partners must receive the proper \
resources in the quantities they

need and in configurations they Ship fI e ' Approve
can manage. To account for alll
available MCMs through the
distribution and dispensing
processes, the jurisdiction will need
a system for tracking MCMs from 4
the time they arrive in the state until pick T Receive

they are dispensed to the people
\ Store /

who need them. This tracking
Figure 6-1: Inventory management process

hospitals, and alternate dispensing /

system will assist planners in
documenting the chain of custody
of all assets used to respond to an
emergency.

Chain of Custody

Chain of custody refers to the chronological documentation, or paper trail, demonstrating
the custody, control, transfer, and distribution of MCMs from the federal level, through the
state, and to dispensing sites where people receive them. As an operational process,
documenting the MCM chain of custody within the state or other jurisdiction is the
responsibility of the IMT.

MCM chain of custody documentation is a requirement of Title 21 Code of Federal
Regulations, Part 211 (21CFR211),! current good manufacturing practices (cGMP) for
pharmaceuticals, to which all drugs and biological products must adhere. Specifically,
Subpart J - Records and Reports? regulates the recordkeeping required for receipt, storage,
handling, and transfer of MCMs. Various regulatory bodies enforce cGMP and it requires the
validation of storage and distribution processes to ensure that there are no negative impacts
to the safety, efficacy, or quality of MCMs. In addition to cGMP, state pharmacy boards?
may have additional data requirements for reporting chain of custody of pharmaceuticals
included in any MCM shipments. Statutes and regulations often differ from state to state and
coordinating with the state pharmacy board can ensure that the inventory management
system (IMS) is equipped to receive any required data elements needed to produce chain of

1 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=211

2 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=211.180

3 The National Association of Boards of Pharmacy website www.nabp.net/boards-of-pharmacy provides contact
information for state pharmacy boards.
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custody records, thus ensuring that the jurisdiction maintains chain of custody requirements
throughout a response.

Certain items (e.g., vaccines or controlled substances) received at the RSS necessitate
extensive additional chain of custody protocols due to specialized requirements for their safe
handling, which are regulated by the U.S. Food and Drug Administration (FDA) and/or Drug
Enforcement Administration (DEA).# SNS contains certain controlled substances and items
requiring cold chain management that are subject to these specialized chain of custody
requirements to maintain the products in accordance with DEA regulations and
manufacturer specifications during storage, distribution, and dispensing. To address these
standards, written plans for inventory management should cover

¢ Maintenance of packaging;

e Storage of and access to controlled substances;

¢ Cold chain management procedures, as required; and

¢ Documentation procedures and forms (e.g., DEA Form 222) required for chain of

custody.

Cold Chain Management

Cold chain management is an extension of cGMP that requires additional controlling of
temperature, plus documentation and validation of temperature control to maintain the
safety, efficacy, and quality of MCMs during the receipt, distribution, or dispensing processes.
When the Centers for Disease Control and Prevention (CDC) ships items that require cold
chain management, such as vaccines (e.g., smallpox vaccine, anthrax adsorbed vaccine,
or other biologic products), it utilizes cold chain packing protocols, temperature monitoring
devices, and specialized shipping containers to ensure that the items remain at the proper
temperature throughout the packing and shipment processes. CDC ships cold chain items in
either an electric/battery back-up refrigeration shipping container (Vaxi-Cool™) or, in most
cases, a specialized foam shipping container (Endotherm™), which can maintain the
required temperature for up to 72 hours without electricity or the need for additional
refrigeration. The shipment also will contain a temperature monitoring device to record the
temperature of the product during shipment. However, the jurisdiction’s distribution plans
should include plans for refrigeration trucks to maintain items in cold chain managementin
case the product is not dispensed within the timeframe for which shipping containers can
sustain the required storage temperature. The jurisdiction’s IMS will need to track and
account for maintenance of the storage temperature of MCMs in cold chain management
during RSS, distribution, and dispensing operations.

See Appendix E: Cold Chain Management for further information on the shipment and
handling of materials requiring refrigeration.

Controlled Substances

In some instances, jurisdictions could receive controlled substances from the SNS. For
instance, an SNS 12-hour Push Package contains one container (container number 100) of

4 www.justice.gov/dea
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Schedule Il (morphine) and Schedule IV (diazepam and midazolam) controlled substances
and SNS burn and blast treatment supplies contain Schedule Il (morphine and
oxycodone/acetaminophen combination tablets) controlled substances. 21CFR1301.125
outlines registration requirements for distribution and dispensing of controlled substances.
States will need to register with DEA as distributers in order to be able to receive and transport
controlled substances from the SNS. Even in an emergency, DEA regulations apply to
controlled substances, which will require increased security in any site storing these items.
Planners should be aware that DEA chain of custody protocols require stringent
recordkeeping of inventory and security measures.

In recognition that strict adherence to some regulations at the time of an emergency would
impede rapid deployment, DEA might grant exceptions to specific requirements under
21CFR1300 on a case-by-case basis for a specified period of time during an incident. These
exceptions are not a release from the requirements but an extension in the timeline. To assist
in meeting these regulations, CDC’s Division of Strategic National Stockpile (DSNS) uses an
internal document (DSNS1237A, Controlled Substance DEA Custody Transfer Form) when
shipping controlled substances. A designated state official (registrant representative) must
sign for receipt of SNS assets containing controlled substances and assume responsibility for
all regulatory requirements, including security. Healthcare providers assisting in emergencies
can act as an agent of the registrant to handle controlled substances; however, providers
handling controlled substances should be diligent in documenting all activities relating to
those substances.

For example, upon receipt of Schedule Il and IV controlled substances, including those from
SNS assets, DEA requires recipients to complete an accurate inventory — refer to
21CFR.1301.72(a) - and complete DEA Form 222, which must be kept when distributing or
dispensing the Schedule Il substances. DEA Form 222 acts as a receipt for Schedule |l
controlled substances and jurisdictions should keep it for chain of custody purposes. In
addition, DSNS will provide DSNS 1237A and the recipient must sign this upon delivery of the
12-hour Push Package. In the event DSNS1237A is not included with a shipment of SNS assets,
the invoice serves as proof of receipt for the Schedule IV products and can be considered as
a substitute chain of custody form until the DSNS1237A can be provided.

For 12-hour Push Package container 100 or Schedule Il controlled substances in SNS burn and
blast supplies, DEA Form 222 acts as an order/request form as well as a receipt and the
recipient should provide CDC with the designated supplier copy. The inventory manager
should keep invoices showing the receipt of Schedule IV substances, keep copies of DEA
Form 222 as a receipt for Schedule Il substances, and retain invoices for the distribution and
dispensing of Schedule IV substances. In addition, jurisdictions should keep a copy of alll
documentation for chain of custody purposes. DEA may request records of controlled
substances during an inspection in accordance with the U.S. Controlled Substances Act.®

5 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

6 www.deadiversion.usdoj.gov/21cfr/21usc/index.html
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Planners should develop contingency tracking procedures to document the transfer of
controlled substances in the event that DEA Form 222 is not readily available at the time of
transfer. Tracking information that must be present on any contingency form includes
Shipper’s name;

Shipper’s address;

Shipper’s DEA registration number;

Ship to address; and

Name of the responsible official taking possession of the controlled substances.

Federal and state officials responsible for receiving controlled substances from the SNS must
adhere to all pertinent local, state, and federal regulations regarding their distribution and
dispensing. Planners should contact the local DEA office for additional information to ensure
that they meet all storage and handling requirements.

Inventory Management Process

The state’s inventory management process begins as soon as assets arrive at the RSS. For
assets from the SNS, the state is responsible for the inventory management process as soon as
it acknowledges receipt and verifies the inventory checklist that arrives from CDC. From the
point at which MCMs are transferred from the federal government to the state’s or territory’s
custody, the jurisdiction is responsible for using their IMS to track the MCMs as they are stored
(i.e., put into storage locations) or apportioned (i.e., divided) into individual shipments,
distributed to dispensing locations, and dispensed to the people in the affected area. The
jurisdiction’s IMS should be able to track the chain of custody of MCMs and maintain records
on every bottle of pills or vaccine, including items in cold chain management, as it moves
throughout the jurisdiction and into the hands of those who need it.

The RSS should have location identifiers, typically a system of letters and numbers (See
Chapter 5: Receiving, Staging, and Storing Medical Countermeasures for more information
on product location systems) that can be synchronized easily with an IMS to keep track of
material storage locations. RSS operations that occurin a functional commercial-type
warehouse space likely will have shelving or racks onto which staff will store material and
note its location in the IMS. However, for RSS operations located in facilities that do not
typically function as warehouses, or when MCMs must be stored in an open floor space, the
RSS lead must develop a system for marking storage space (e.g., taping outlines for aisles
and rows, placing numbers or letters on the floor, etc.). This system will identify material
storage locations and be coordinated with the IMS.

An IMS requires physical storage sites, systematic or electronic tracking features, as well as
personnel in order to function efficiently. For instance, within the RSS, location designations
(e.qg., aisle numbers, rack positions, or row numbers) provide a physical system to store and
locate materials, while an electronic software program or paper-based tracking sheet
provides a system to process warehouse transactions, and personnel move the inventory and
enter information into the electronic or paper-based system.

The IMT, as mentioned in the Chapter 5: Receiving, Staging, and Storing Medical

Countermeasures, is responsible for ensuring that dispensing, treatment, and distribution sites
receive the appropriate supplies by performing the inventory management function.
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Building the Inventory Management Team

The inventory management team (IMT) should consist of personnel who can develop and/or
become familiar with the jurisdiction’s IMS, regardless of whether it is computer- or paper-
based. In jurisdictions that have contracted with a professional warehouse for RSS operations,
the facility’s staff may serve in this function and staff the IMT under the direction of the RSS
lead or the IMT lead. The RSS site (typically a warehouse but in some cases another type of
facility used for RSS operations) will include staff arranged into teams that perform specific
functions, such as receiving, storing, picking orders, quality control, and shipping.

Responsibilities of the IMT include

e Establishing, adapting, or developing an automated or manual IMS prior to an
incident;
Documenting the addresses of all sites to which orders may be shipped,;

¢ Recording the receipt, storage locations, and issues regarding all resources;

e Tracking the type, quantity, location, and configuration (i.e., package type) of the
MCMs and other assets;

¢ Entering information into the IMS, such as the quantity, configuration, and source of
each item received, from records supplied by the RSS staff;

e Processing apportionment orders, when necessary;
Processing reorder requests from PODs, hospitals, treatment centers, and alternate
dispensing partners;

e Issuing orders to the RSS staff to pick specific items for staging and delivery to specific
customers;
Monitoring inventory levels and ordering more inventory when levels are low;

¢ Recording the locations to which all assets, equipment, and SNS containers (e.g., 12-
hour Push Package or refrigeration containers) are sent;

¢ Reconciling inventory records (i.e., comparing inventory lists to material on-hand,
determining if material is in its designated location, and adjusting records/materials to
reflect current inventory); and

e Tracking recovery of SNS-supplied equipment and containers, and unused or
compromised MCMs (e.g., damaged or expired medications) after an incident.

Determining Data Collection and Tracking Elements

One of the most important components of running a successful MCM operation is having the
ability to know where a product is at any given time. A robust IMS will be able to track
receipts, on-hand balances, orders (for replenishment), and problems with shipments. In
addition, the most useful IMS can track MCMs to the local level, maintain client data, and be
able to track specific data to assist CDC in monitoring national inventory levels. Several
unique systems are available, however not all systems have the capability to provide CDC
with a snapshot of jurisdictional MCM supply levels on a weekly basis. By tracking national
supply levels, federal officials will be able to spot shortages, respond to inquiries from multiple
federal offices and agencies, and report on-hand quantities to CDC leadership to aid in
making decisions to release additional SNS assets. The jurisdiction should identify their needs,
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become familiar with the type of data reporting that CDC might need, and explore options
for an IMS or assess their existing IMS for gaps they can address.

Minimum Data Collection and Tracking Elements

MCMs may make several stops before reaching the client level and the jurisdiction must
track MCMs from RSS operations through dispensing. CDC learned much about tracking
MCMs during the 2009 H1N1 influenza pandemic response. CDC’s after-action review of the
response indicated that most jurisdictions were unaware of specific data elements that CDC
needed to assess MCM inventory levels, which include the following minimum elements at
distribution and dispensing locations.

Distribution
e Name of facility to which product is sent
e Address of facility to which product is sent
o Facility type (e.g., POD, hospital, private physician)
¢ Product description
¢ Manufacturer
¢ Catalog/stock number
e Productsize (i.e., personal protective or non-pharmaceutical product sizes, e.g., small,
medium, large gloves, masks, or gowns).
¢ National Drug Code (NDC)
e Lot number
e Expiration date
¢ Unit of issue (units/case; e.g., 100 unit-of-use bottles/case)
¢ On-hand quantity (cases and/or units)
Dispensing
¢ Client Name
e Sex
e Date of birth
e Address, including street, city, state, and ZIP code
e Phone number
e E-mail address (optional)
e Drug name
e Dose
e Lot number
¢ Dispensed date
¢ Dispensing authority
¢ Information on whether the client falls into one or more of the following high-risk

groups:
o0 Pregnantwomen
0 Immune-suppressed
o Children

Planners should be cognizant that the data collected on clients during dispensing is subject
to privacy and security rules set down in Public Law 104 — 191: Health Insurance Portability
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and Accountability Act of 1996 (HIPAA).” Data stored on an IMS will need to meet HIPAA
standards for protecting the privacy of client’s identifiable health information and securing
any electronic health information according to national standards.8

CDC recommends that client-level tracking be a function of a state, local, or regional IMS to
facilitate client notification should a drug recall occur from dispensed MCMs. Since drug
recalls occur by lot number, knowing who received MCMs from the recalled lot will make it
easier to issue recall information. Without the ability to identify locations from which a
particular lot was distributed and dispensed, the state would need to issue a mass-broadcast
for MCM recallls, which could cause an additional wave of confusion among recipients. CDC
strongly recommends an IMS with the capability to record lot and client data to allow
targeted recall notification, should it be necessary.

CDC also recommends tracking of certain high-risk groups and it isimportant to note that
these groups will be defined by the type of incident. For example, during the 2009 HIN1
influenza pandemic response, high-risk groups were defined as adults over 65, children under
five, pregnant women, people with neurologic and neuromuscular disorders, or those with
chronic orimmunosuppressive conditions, such as chronic pulmonary disease (including
asthma). Being able to identify risk groups that receive a particular MCM can assist in
adverse reaction tracking. CDC will only ask total regimens dispensed to high-risk groups not
individual dispensing data.

A frequently overlooked IMS component is the ability to monitor inventory levels at local
jurisdictions. For example, during the 2009 H1N1 influenza pandemic response, CDC
requested inventory levels at the state, regional, and local jurisdictions as well as dispensing
data. Many jurisdictions did not have the capability to track assets at the local level and did
not have dispensing data (i.e., aggregate dispensing data). The ability to track inventory
levels once MCMs leave the RSS will ensure quick response when supplies are low or assets
need to be transferred elsewhere. Several jurisdictions utilize a single IMS to manage state
MCM inventory as well as regional and/or local facility inventories, which is beneficial
because it allows state officials to monitor MCMs across all public health jurisdictions, thus
strengthening the emergency response capacity.

Providing National-level Countermeasure Tracking?®

CDC’s ahility to respond to, manage, and reduce the impact of public health emergencies
relies heavily on the ability to rapidly locate and provide MCMs to those affected by an
incident. During a public health emergency, federal officials need to have a comprehensive

7 www.gpo.gov/fdsys/pkg/PLAW-104publ191/content-detail.html

8 Further information on HIPAA privacy and security rules is available from the Department of Health and Human
Services (HHS) Health Insurance Portability and Accountability Act Health Information website. Available at URL
www.hhs.gov/ocr/privacy/.

9 Information in this section is taken from the U.S. Centers for Disease Control and Prevention’s Public Health
Information Network website. Available from URL www.cdc.gov/phin/tools/cts/index.html.
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picture of all available assets to make critical purchasing and distribution decisions. To do so,
CDC depends on near real-time data on inventory and distribution of MCMs at the state and
local level. Consequently, CDC has developed applications to assist in tracking MCMs at
both the aggregate and individual level. Information on MCM inventory levels guides
decisions for deployment and distribution of MCMs during an incident and can provide the
ability for future follow up, reference, and safety in case of a drug recall. CDC’s
Countermeasure Tracking Systems (CTS) rely on state and local partners’ existing information
systems and standard information exchange with immunization information systems (IIS), IMS,
and other relevant systems. During the 2009 H1N1 influenza vaccination campaign, CDC
used multiple CTS components to assess MCM availability and coverage of target
populations.

Through collaboration with state and local partners, the CTS team developed system
features that map inventory through all the major steps of the inventory management
process (see Figure 6-1). CDC’s CTS consists of four components that allow tracking of MCMs
and reporting of inventory levels from manufacturer, supplier, and retail levels; through
distribution to the regional, state, and local level; and all the way down to dispensing to
clients. The four components of CTS include

¢ Countermeasure Inventory Tracking (CIT) Dashboard;
Countermeasure and Response Administration (CRA) system;
Inventory Management and Tracking System (IMATS); and
Communications Portal (CP).

These four components interoperate to enhance the capacity to track and manage MCM
inventory and usage for support of all-hazards incidents, as well as day-to-day operations.
Each component functions independently, but collectively the data consolidated from these
systems can show population coverage, numbers of untreated individuals, drug and
equipment shortages, need for resupply and more. All systems are free of charge and have
a similar “look and feel” to facilitate ease of use. The Web-based applications are centrally
located at CDC and require user security access through CDC’s Secure Access
Management Systems (SAMS).

Secure Access Management Services (SAMS)

As a government agency, CDC is bound by federal law to follow specific information security
rules and processes. In accordance with federal information security requirements, CDC
implemented safeguards to protect the data in its possession and the people and
organizations that this information represents. Secure Access Management Services (SAMS)
functions as the gateway to MCM tracking programs that require an identity proofing
component by providing authentication and authorization for users.

¢ Authentication: Every individual system user must be uniquely identified (i.e., no two
people may share a user ID). CDC must verify each user is actually the person they
claim to be, through a process called Identity Proofing that must be performed before
granting access to applications or to functionality within any system to ensure every
action is correctly attributed to the person performing it.

e Authorization: Once a user has been authenticated, SAMS will ensure that users are
only allowed access to systems or functionalities to which they have been explicitly
approved.
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Users for any of the four components of CDC’s CTS applications must go through the SAMS
authentication and authorization process prior to gaining access to CTS. Users must only go
through this process once to have access to all the systems or functionalities that they are
specifically approved to use.

Countermeasure Inventory Tracking (CIT) Dashboard10

CDC’s Countermeasure Inventory Tracking (CIT) Dashboard is a national system that provides
the ability to track the availability of critical medical and other countermeasures within the
commercial drug sector as well as state public health agencies during public health
emergencies. The primary purpose of the CIT Dashboard is to provide federal and state
officials with situational awareness to assist in decision-making on the release of SNS assets.
Using the CIT Dashboard, public health emergency managers will have a view of the overall
commercial supply chain and public sector stockpiles, including data on production, current
supplies, and ability of manufacturers and distributors to meet current demand. This
information, combined with corresponding data from IMATS (including federal, state, and
local stockpiles and vaccine supplies) can provide a complete picture of MCMs.

CIT data will provide critical information for situational awareness and emergency response
to a natural disaster, pandemic influenza, or bioterrorism attack. During a public health
emergency, decision-makers will be able to monitor the available inventory and location of
MCMs within the supply chain and current distribution to affected areas to ensure that
appropriate MCMs reach affected populations. During a public health incident, CDC may
ask pharmaceutical and medical supply manufacturers, distributors, and retailers to
contribute existing data voluntarily to CDC regarding current inventory and distribution of
selected products. CDC personnel will view the data and make it available to public health
partners, as appropriate. All uses of the data and potential disclosures will be covered in a
Data Sharing Agreement that CDC will sign with each data source. CDC will use this data for
public health preparedness and emergency response purposes only and a company’s
competitors will never have access to data provided to CDC. Use of data is strictly governed
by the terms of binding legal data share agreements and the Trade Secrets Act.

Countermeasure and Response Administration (CRA)11

CDC’s Countermeasure and Response Administration (CRA) system is one tool public health
partners may use to manage administration and tracking activities within their jurisdictions to
support a full range of all-hazards incidents. CRA originated in the Pre-event Vaccination
System (PVS) CDC implemented to track and monitor administration of smallpox vaccine as
part of the National Smallpox Preparedness Program and was expanded for national, state,
and local use to track vaccine doses administered during the initial weeks of the 2009 HIN1
influenza vaccination campaign.

10 Information in this section is taken from the U.S. Centers for Disease Control and Prevention’s Public Health
Information Network website. Available from URL www.cdc.gov/phin/tools/cit/index.html.

11 Information in this section is taken from the U.S. Centers for Disease Control and Prevention’s Public Health
Information Network website. Available from URL www.cdc.gov/phin/tools/cra/index.
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CRA has the ability to track vaccine administration, as well as medical and other
countermeasure dispensing at both the individual and aggregate levels. The primary
objective of the system is to increase the capacity of all levels of public health to track and
manage MCMs. In addition, CRA supports CDC’s cross-jurisdictional reporting needs by
providing flexible methods for accepting data from other systems or by extracting
summarized data. CRA supports analysis of pharmaceutical safety, coverage, and
effectiveness during an incident. CRA is a flexible all-hazards system that reduces the need
for development of new applications each time there is a new incident.

CRA’s advanced capabilities help ensure individuals receive recommended MCMs by
tracking and managing information on vaccinations, dispensing of pharmaceuticals or
medical equipment, treatments, and community mitigation measures. Key system
capabilitiesinclude

¢ Management of multiple simultaneous events and countermeasures;

¢ Custom event creation and configuration;

¢ Flexible data entry screens for doses administered/dispensed information;
e Individual or aggregate level data collection;

o Data extracts for jurisdictional reporting; and

¢ Synchronization of data from off-line deployments.

Jurisdictions can use CRA as a Web-based application or offline, on a stand-alone basis, to
support MCM operations. In addition, CRA supports file sharing, so that jurisdictions can utilize
their own IMS and send data to CDC through CRA’s file transfer (XML, pipe delimited) for the
aggregate reporting; a feature needed for pandemic influenza and smallpox uploads.
Future versions of CRA also will include HL7 messaging for data exchange.

Inventory Management and Tracking System (IMATS)12

The need for a mechanism to track MCM inventory down to the local level became
apparent during the 2009 H1IN1 influenza pandemic response. At that time, CDC needed
inventory levels for antiviral medications and personal protective equipment (PPE) at the
local level in order to make critical decisions on the allocation and distribution of these items.
However, because effective inventory tracking mechanisms were not in place, this
information proved very difficult to obtain. Following that incident, DSNS partnered with
CDC’s Office of Surveillance, Epidemiology and Laboratory Services (OSELS) CTS program to
build a nationwide Inventory Management and Tracking System (IMATS).

The vision of IMATS is to increase the capacity of all levels of public health to track and
manage inventory of medical and non-medical countermeasures during daily operations or
an emergency response. IMATS provides planners with the capability to
¢ Create a line of sight forinventory (i.e., what is available and on-hand at all levels -
state, regional, local, and/or dispensing sites), which allows federal officials to view
inventory levels without the need to contact jurisdictions to request information;

12 Information in this section is taken from the U.S. Centers for Disease Control and Prevention’s Public Health
Information Network website. Available from URL www.cdc.gov/phin/tools/imats/index.html.
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¢ Identify point of delivery facilities where product is shipped (i.e., hospitals, county
health departments, etc.);

¢ Determine how much of the product is used/dispensed at the point of delivery
location, therefore extending the line of sight; and

¢ Facilitate RSS operations, including receiving, staging, and storing of inventory.

DSNS previously supplied stakeholders with an IMS known as RSS Inventory Tracking System
(RITS). However, CDC discontinued RITS in 2011 and will no longer provide technical
assistance for that system. The CTS development team created an inventory data exchange
process, which will enable jurisdictions to report information from existing IMS to CDC. During
an incident, jurisdictions that do not plan to use IMATS as their primary inventory tracking
system will need to send inventory data to CDC via the protocol setin the IMATS data
exchange specifications document. Project areas and localities using their own IMS can
download an electronic copy of the data exchange specification document from the SNS
SharePoint site!3 or from the IMATS Web page.4

Communications Portal (CP)15

The Communications Portal (CP) is a content management system that consolidates
important incident response information in one place, ensuring efficient communications
during an incident. CP is a content management system complementary to IMATS, providing
a central place for disseminating critical information to CDC partners regarding MCM
tracking and usage during a public health emergency. However, planners should be aware
that the CPis not a repository for documents (e.g., Emergency Use Authorizations or
Investigational New Drug forms), but rather a central resource that directs users to source
material related to the incident. Information included on the CP may include
¢ Emergency Use Authorization (EUA) and Investigational New Drug (IND) information
(See Chapter 8: Dispensing Medical Countermeasures for further information on EUAs
and INDs);
e Lotrecalls;
¢ Announcements; and
¢ Related documentation and materials.

The initial version of the CP, released in 2011, includes the following functionalities:
¢ A spotlight feature highlighting the most current information and communication to
state and local partners regarding the incident
e A general announcements section listing recent communications with hyperlinks to
important documentation
e A calendar providing information about current and upcoming activities, webinars,
and conference calls

13 The SNS SharePoint Site is a web-based collaborative workspace that allows users to share information and
content. Planners can request access to the SNS SharePoint site by going to https://www.orau.gov/sns and
following the prompts under “Request Access.”

14 www.cdc.gov/phin/tools/imats/index.html

15 Information in this section is taken from the U.S. Centers for Disease Control and Prevention’s Public Health
Information Network website. Available from URL www.cdc.gov/phin/tools/cp/index.html.
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¢ A document library containing all available documentation, presentation files, and
more

e A resource section listing CDC contacts and other general information

¢ A management capability allowing jurisdictions to add users and customize
information

The CP will streamline access to important and current communication and documentation
during an emergency incident.

Developing an Inventory Management System

CDC encourages planners to adopt IMATS as their IMS and offers it free. In addition, IMATS
provides CDC with a snapshot of the MCM supply on a weekly basis. IMATs, along with the
inventory data exchange process, allows federal officials to better spot shortages lasting
more than 24 hours, respond to inquiries from multiple federal offices and agencies, and
report on-hand quantities to CDC leadership when making decisions to release additional
SNS assets. However, some jurisdictions already have developed an IMS or partnered with
professional warehousing companies to use an existing IMS. For jurisdictions that do not use
IMATS, CDC recommends that planners evaluate their system’s data collection and tracking
capabilities to ensure that the minimal tracking elements listed on page 7 of this chapter are
part of the IMS. These data elements will be vital to CDC in tracking national inventory levels
during an emergency.

Inventory Management System Features

Inventory can be managed using manual or automated, commercial or created systems.
The IMS also must have a backup, which can be inventory management software, electronic
spreadsheets, or paper. An IMS should be simple to use and have the ability to support just-in-
time training for any volunteers activated during an incident. Because items received at the
RSS will likely be a variety of products and packaging, not just medical supplies, the
jurisdiction’s IMS should have the capability to track and manage inventory from various
sources, besides the SNS. The IMS must be able to support medical and other
countermeasures, as well as donated items, such as food, water, MCMs, or emergency
supplies (e.g., flashlights, batteries, extension cords).

In addition, the IMS should be able to import the electronic file of the inventory list from a 12-
hour Push Package, which CDC will provide prior to the arrival of assets. This file is in a pipe-
delimited format that imports into most database programs, such as Microsoft Excel and
Access, or most commercial IMS. Computer savvy members of the IMT can assist in using an
electronic IMS and training others in its use.

The IMT should have the ability to continue RSS operations even if electrical power or Internet
connectivity is unavailable, which in some instances could last for an extended period. Since
redundant procedures are important to continued MCM operations, the jurisdiction should
plan for a backup offline IMS that will enable users to synchronize data once power or
Internet connectivity is restored. Some RSS facilities will have backup generators to ensure
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power when the main power supply is disrupted and the IMT should be aware of the
procedures to continue to document inventory actions during power or Internet outages.

Activating Inventory Management Staff and Resources

Prior to the delivery of MCMs to the RSS or regional distribution site (RDS), if applicable, all
staff, including the RSS team, should be activated, which typically occurs through state and
local agencies’ call down lists. The recommended time to activate and fully staff the RSS is six
hours from the approved request. Staff should activate the IMS, check staff identities and
provide identification badges, conduct just-in-time training for any volunteers, and provide
job actions sheets for inventory management positions. As the incident progresses, the IMT
lead may need to adjust staffing to meet the number of asset requests received to achieve
dispensing goals.

Assessing Inventory and Monitoring Local Requests

Upon activation, the IMT should assess the number and types of items in stock. The
jurisdiction’s established IMS will aid in determining existing inventory and the IMT can
communicate with incident command to determine whether this inventory includes items
that local areas will request or need. The jurisdiction’s IMT should be capable of actively
tracking and recording resources, completing and submitting request forms, reporting
inventory levels, and documenting distribution.

To monitor and keep a continuous record of local requests, the RSS should have procedures
in place to communicate with local jurisdictions, which in turn must be able to communicate
to the RSS or emergency operations center with the type and quantity of available local
inventory and any MCM needs. Jurisdictions should monitor MCM levels at dispensing sites, as
well as health-related agencies and organizations, by collecting data on MCM levels at least
once per week, but potentially more frequently as determined by incident needs. For
instance, in the early stages of a large-scale incident, especially one in which everyone in
the jurisdiction must receive MCMs, the inventory management plan should include data
collection from dispensing sites at frequent intervals, perhaps on an hourly basis. Additionally,
procedures should be in place for requesting state or federal assets when local resources are
depleted.

Chapter 10: Strategic and Tactical Communications provides further information on
developing communication systems and Chapter 4: Requesting Strategic National Stockpile
Assets provides further information on developing the jurisdiction’s request process.

Receiving SNS and Donated Products

CDC may deliver numerous types of products from the SNS to the RSS. Most pharmaceuticals
in the SNS must be kept within specified temperature ranges (usually 68° F-77°F; see Chapter
5: Receiving, Staging, and Storing Medical Countermeasures for further information)
according to cGMP. Because of these temperature-related controls, the IMT should work
quickly with the RSS team to log the receipt of products into the IMS so that MCMs do not sit
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on loading docks, but are stored or transferred to an appropriate temperature-controlled
environment.

During an emergency, a state or jurisdiction may receive MCMs as a package containing
multiple types of MCMs in a single unit. Forinstance, the 12-hour Push Package and Federal
Medical Stations (FMS) each arrive as one group of assets yet have different items within
some packages. The IMT will have to open these packages, inventory the contents, and
record all items in the IMS.

In other instances, MCMs will come from SNS managed inventory (Ml) so that pallets may
contain a single product and lot number, making entry of inventory into the IMS easier.
However, the IMT should ensure that the RSS is activated and staffed at the time Ml arrives.
Therefore, it will be important that the IMT, RSS lead, and SNS coordinator maintain contact
with one another and with CDC to ensure that staff is prepared to receive MCMs when
deliveries arrive. The need for accurate communications became evident during the 2009
H1N1 influenza pandemic response when there was no system in place to accurately inform
jurisdictions of when or what types of products would arrive and, at times, delivery drivers
would arrive at an RSS and find no staff present to accept the shipments. To address this,
CDC provided the SNS coordinators with driver contact information and detailed information
of what items were in transit to the RSS to enable jurisdictions to communicate and
coordinate with drivers en route.

In addition to SNS-provided MCMs, jurisdictions likely will receive donated products. CDC
recommends that planners develop a system for accepting, storing, and distributing
donated items, including a process for identifying items as donated within the IMS once a
designated medical officer has inspected and quarantined them. The IMT should be aware
of procedures for handling donated material and entering it as inventory in the IMS.

Apportioning Medical Countermeasure Assets

Apportionment is the process of dividing MCMs into initial allotments to send to PODs and
treatment centers based on the epidemiology, inteligence, the number of people affected,
or projected inventory. During an incident, particularly in the first several days of a large-scale
incident, treatment centers may be overwhelmed with casualties, unable to determine their
true requirements, and too busy to order and receive additional resources. The jurisdiction’s
incident command may respond to such a situation by directing the MCM operations
management and IMT to issue specific quantities of MCMs to specific sites.

When certain sites receive more supplies, other sites may still be in need of and ordering
assets and orders may temporarily exceed supplies. In such a case, the jurisdiction may
decide to allocate available supplies among the remaining treatment centers. This
approach can treat current patients while buying time for the PODs, treatment centers, and
the IMT to order and distribute additional assets. The amount apportioned to each entity
should not change whether a jurisdiction receives a 12-hour Push Package or MI. Being able
to apportion assets removes the possibility of preferential treatment while waiting for
additional assets to arrive.
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When determining the allocation to each treatment center or POD, jurisdictions should
consider
e The number of dispensing sites, including closed and open PODs, treatment centers,
and any alternate dispensing partners;
Actual and projected case counts in each dispensing site;
Percentage of assets to be delivered,;
Previous deliveries to each dispensing site; and
Distance and travel time to each delivery location.

If the incident command does not direct quantities going to specific sites, an IMT, using IMS,
may have to give all major treatment centers equal proportions of available supplies or hold
back some supplies until better information is available.

Demobilizing Inventory Management Operations

Prior to an incident, the IMT should develop procedures for demobilizing operations once the
incident has been mitigated. The demobilization plan should include procedures for
deactivating operations, reconciling inventory records, recovering items for storage within
the jurisdiction or return to CDC, and backing up and securing all records.

Reconciling Inventory Records

Often when dealing with large amounts and numerous types of items, inventory losses occur
whether through poor oversight, miscounting, or other factors. Reconciliation is the process of
determining the true, “at-hand” inventory and comparing it with inventory listed in an IMS.
Reconciling inventory records usually involves printing the list of items in the IMS and counting
the inventory within a jurisdiction, but inventory also can be reconciled by referencing chain
of custody forms. In reconciling inventory records, the IMT should ensure that items are
present in the numbers listed in the IMS and that items are where they should be in the
storage site (i.e., on the appropriate aisle and shelf location) or treatment center (i.e.,
hospital, etc.). The IMT lead should work with the RSS lead to determine the process and
procedures for reconciling, document these procedures, and make sure the IMT members
are aware of and understand their roles in the reconciliation process.

Recovering SNS Equipment and Containers

The signed memorandum of agreement (MOA) between the state and CDC stipulates that
certain SNS equipment and containers (section IlI-E; llI-F(2)) will be returned to CDC. Due to
these responsibilities, the state and local jurisdictions must be able to account for assets sent
to them (section IlI-C). Appendix | of the MOA contains a list of equipment, containers, and
other durable assets, including contents of an FMS and other assets the jurisdiction must
return at CDC’s request. Per the 2010 MOA, CDC is responsible for fees associated with return
shipment of materials it requests. Planners should refer to the MOA for the detailed list,
however, a few items include

¢ CHEMPACK and 12-hour Push Package cargo containers;

e Ventilators;
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Ventilator cargo containers and cases;

Refrigeration systems;

Miscellaneous general items;

Medical and special needs equipment (e.g., suction units, bariatric sets); and
Computer and communications equipment.

The jurisdiction’s IMS will need to be able to register the shipment of assets back to CDC. The
chain of custody procedures will require quantity, tracking numbers (e.g., lot, equipment, or
property), signatures, and shipment tracking numbers with release and receipt signatures. If
assets are moved within a jurisdiction (e.g., from local warehouse to hospital or treatment
center) CDC recommends that the IMT record the names and contact information of
individuals accepting the assets and ensure the receivers are aware that they may be
responsible for returning any requested assets to the jurisdiction’s RSS or other facility for
eventual return to CDC.

Planners should note that pharmaceutical items cannot be returned. Planners should
remember that once the state accepts MCMs from the SNS, any unused pharmaceuticals
remain the property of the state and do not need to be returned to CDC.

Resources

A specific listing and pictorial guide to material in the 12-hour Push Package is available in
the Strategic National Stockpile 12-hour Push Package Product Catalog on the SNS Extranet
at www.orau.gov/snsnet/about.htm#formulary. The SNS Extranet is password protected and
planners can contact the state SNS coordinator or Division of State and Local Readiness
(DSLR) project officer to obtain the user name and password.

U.S. Drug Enforcement Administration (DEA)

Local DEA office information is available on the DEA website at
www.dea.gov/pubs/states/domestic.html.

Detailed information on DEA Form-222 is available on the DEA website at
www.deadiversion.usdoj.gov/fag/dea222.htm.

Cold Chain Product Storage and Handling Information

CDC’s National Center for Immunization and Respiratory Diseases’ Vaccine Storage and
Handling Guidance online at www.cdc.gov/vaccines/recs/storage/default.ntm.

International Air Transportation Association Perishable Cargo Regulations are available online
at www.iata.org/ps/publications/Pages/perishable-cargo.aspx.

U.S. Army Medical Department offers Cold Chain Management Processes and Procedures for
All Medical Temperature Sensitive Products, which is available online at
www.usamma.army.mil/cold_chain_management.cfm.
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Chain of Custody

Environmental Protection Agency Chain of Custody Guidelines are available on the EPA
website at www.epa.gov/apti/coc.

Countermeasure and Response Administration (CRA)

To utilize CDC’s CRA application, planners can contact the CRA team through the CRA help
desk at 800-532-9929 or e-mail PHINTech@cdc.gov.
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Chapter 7: Distributing
Medical Countermeasures

Once the state receives federal assets at its designated receipt, stage, store (RSS) facility, the
state is responsible for moving those assets to dispensing sites and in some cases to an
intermediate or regional distribution site (RDS). In many planning jurisdictions, trucks will be the
primary method used to deliver medical countermeasures (MCMs) to the various locations
for dispensing. Jurisdictions also might use aircraft, watercraft, and railways (including subway
and commuter trains), if available, to move resources to various locations. Planners must
develop a comprehensive distribution plan to ensure the jurisdiction distributes MCMs as
seamlessly as possible from the state- to the local-level for dispensing to people in the
affected area. The Centers for Disease Control and Prevention (CDC) recognizes that state
and local Strategic National Stockpile (SNS) planners most likely do not have a background
in distribution or logistics and encourages planners to partner with other government
agencies and private and public sector organizations in the jurisdiction for assistance in this
function.

Building the Distribution Team

A well-developed distribution team will consist of personnel who can work closely with
members of the RSS, dispensing, and security teams to provide the smooth transfer of MCMs
from the state level to the dispensing sites. The distribution team is responsible for

e Developing and implementing the distribution plans, policies, and protocols;
Developing and maintaining current routing information;
Coordinating security and communication procedures for the distribution network;
Overseeing appropriate use of material handling equipment (MHE); and
Coordinating effective loading and unloading of MCMs.

The distribution team will include

A distribution manager and at least one back-up;
Route developers;

Dispatchers;

Vehicle drivers;

Security personnel; and

Support personnel.

Chapter 7: Distributing Medical Countermeasures Page 1
Receiving, Distributing, and Dispensing Strategic National Stockpile Assets: A Guide for Preparedness, Version 11




Distribution Manager

The distribution manager will coordinate distribution planning and oversee distribution
activities at the state, regional, or local level, depending on the planning jurisdiction. This role
involves coordinating transportation of MCMs between RSS, RDS (where applicable), and
points of dispensing (PODs), hospitals, treatment centers, and alternate dispensing partners.
At the local level, activities could involve coordinating distribution between RSS or RDS and
community PODs, closed PODs, hospitals, treatment centers, and alternate dispensing
partners. Individuals in this position should have

A background in transportation;

Knowledge of shipping and receiving regulations and requirements for the jurisdiction;
Experience in and knowledge of route development; and

Familiarity with multiple distribution modalities for the jurisdiction.

Planners can look to partners from state or local departments of transportation, private sector
transportation partners, and private sector shipping partners to find individuals with the skill
set to serve in this position.

Route Developers

Route developers analyze available transportation routes and modes and determine the
best ways for transport vehicles to travel to delivery sites and return to the RSS or RDS to pick
up the next shipment. Route developers will develop preliminary routes and keep track of
road closures, traffic patterns, and any incidents that may require vehicles to be re-routed.
Route developers will work with dispatchers to assist in determining the best ways to route
shipments and maximize transportation resources. The people in this position should have the
ability to use and understand route development software, read maps, and comprehend
traffic patterns. The distribution manager may serve as route developer or planners may enlist
personnel from the jurisdiction’s information technology (IT) resources. The jurisdiction’s
transportation or public safety departments also can provide personnel and resources for
route development.

Dispatchers

Dispatchers assign deliveries to specific drivers and vehicles, track the movement of vehicles,
and ensure vehicles arrive at delivery points and return to the RSS or RDS facility as expected.
Dispatchers analyze the required shipment sizes (e.g., number of cases of MCMs), sizes of
available vehicles for delivery, and delivery locations, then determine ways to load and
route vehicles in order to maximize transportation resources. Dispatchers will work closely with
route developers to determine the best transportation routes and best ways to load vehicles
to ensure the most efficient routing of MCMs. In addition, dispatchers will work closely with
route developers to keep track of preferred routes and locations of problems (such as
contaminated areas, congestion, closed roads, and downed bridges) that may require
rerouting.

Dispatchers will need a system for tracking shipments of MCMs as they are loaded at the RSS

facility, in transit to the delivery sites (including the location of the delivery vehicle), and
received at delivery points along the route. The least complicated dispatch system is a large
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wall chart that identifies all delivery locations and the preferred routes to those locations;
however, jurisdictions also can purchase an automated system for this purpose.

In addition, dispatchers will need a clear system of communication with delivery drivers, the
distribution manager, route developers, and the inventory supply lead at the RSS to ensure
coordination between orders of MCMs for shipment from the RSS to dispensing sites, empty
vehicles arriving for loading at the RSS, and personnel who will receive MCMs at the delivery
sites.

Chapter 10: Strategic and Tactical Communications provides information on communication
systems and devices.

Vehicle Drivers

Vehicle drivers will transport MCMs from the RSS or RDS to the delivery sites, pick up
compromised MCMs (e.g., MCMs with damaged packaging) and/or empty pallets from
dispensing sites, and possibly deliver supplies (e.qg., fact sheets, signs, etc.) to dispensing sites.
Planners should work with the distribution manager to identify licensed drivers who are
qualified to operate their assigned vehicles. In some cases, drivers may be owner/operators
of vehicles, in which case they should have all required transportation department licensing.
Where possible, drivers should go through security screening and receive identification
badges prior to an incident.

Security Personnel

Security personnel will work with the distribution manager, route developers, and dispatchers
to ensure that routes selected can be secured. Depending on the size and scope of the
incident, security personnel may be assighed to accompany MCMs, drivers, and vehicles
from the RSS, en route to delivery locations, and until shipments are received at dispensing
sites. Security personnel at the RSS, RDS, and dispensing sites can ensure that distribution
vehicles have clear access to docks or unloading areas during deliveries. In addition, security
personnel also can verify identification (ID) and driver’s or other operator’s licenses for
assigned vehicle drivers and provide incident-specific ID badges for personnel involved in
distribution operations. Planners should work with the lead security planner for MCM
operations to locate partners from state or local law enforcement, National Guard, and
private security partners to serve in this position.

Chapter 11: Securing Assets, Staff, and Operations provides further guidance on security
screening and requirements for ID badges.

Support Personnel

Support personnel will fill multiple roles on the distribution team, including recovering disabled
vehicles, redirecting compromised MCMs, re-fueling vehicles, and possibly repairing vehicles
that are broken down or sending appropriate support vehicles, such as tow trucks. Staff or
volunteers from various backgrounds can fill support roles.
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Developing Distribution Networks

A distribution network is a system of interrelated people, facilities, and transportation
resources that work together to move assets efficiently from the state RSS facility to MCM
dispensing sites, including PODs, hospitals, treatment centers, and alternate dispensing
partners. In some jurisdictions, the distribution network forms a direct line from the RSS to the
dispensing sites; while in other jurisdictions, the distribution network will include one or more
RDS. To design the jurisdiction’s distribution network, planners will need to identify

¢ All destinations that will receive MCMs;

¢ All available transportation resources for delivery of MCMs; and

¢ Agencies that can serve as security resources to protect drivers and MCMs en route

from the RSS to the delivery destinations.

Depending on the distribution plan, state planners will need to assign roles and responsibilities
between state and local government agencies and work together to ensure the plans
accommodate rapid transport of MCMs to the dispensing or treatment locations.

Identify Distribution Sites

To determine the routes, modes of transport, and number of personnel needed to distribute
MCMs, planners will first need to determine all sites that will receive MCMs from the RSS. These
sites include

o RDS (if applicable);
PODs, including closed PODs;
Hospitals;
Treatment centers; and
Any alternate dispensing partners, such as Meals on Wheels or home healthcare
agencies.

Chapter 8: Dispensing Medical Countermeasures provides further information on possible
dispensing sites and partners.

Information for delivery sites should include the facility name, a contact person’s name and
phone number, and an address for delivery. Locations should provide the exact address for
delivery, which may differ from the facility’s main address. For instance, a school used as a
POD may have an address on the main street the school faces, but the loading dock for
receipt of MCMs may be on the street behind the facility. It will be vital that delivery
personnel know exactly where to deliver assets in order to ensure the most efficient
distribution operations. Some jurisdictions have found the best way to identify unloading
areas at delivery sites is by using GPS coordinates, which will route drivers directly to the
desighated unloading area rather than a street address.

In addition, information on delivery locations should include information on the unloading
area, including whether the site has material handling equipment (MHE) to unload MCMs
from delivery vehicles. For instance, on a distribution route, site A might have a loading dock
that will accommodate a delivery truck, doors that are large enough for pallets, plus pallet
jacks and people who can assist in unloading assets for that site; while site B may not have a
loading dock, but have doors wide enough to accommodate shipping pallets. When
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dispatchers know facility specifics, they can determine distribution routes based on which
vehicles can accommodate the unloading areas of the various sites. In this example, the
dispatcher will need to make sure that the vehicles sent to these two sites have correct MHE.
For instance, delivery site A can accommodate a standard delivery truck, which can back
up to the loading dock for unloading, while site B will need a truck with a lift gate or ramp
and a hand truck to unload materials, unless the facility has a forklift and operator to remove
pallets from the truck.

Identify Transportation Resources

Planners will need to determine which transportation resources will be available during an
emergency and reach out to organizations and agencies that supply those. Some sources
for transportation resources include

e National Guard units;

e State, county, regional, or municipal department of transportation (including air,
ground, rail, and water traffic management, where applicable);
Public works department;
Parks and recreation departments;
Department of education; and
Law enforcement agencies.

Many planning jurisdictions face the possibility that there may not be enough government-
supplied transportation resources to support the delivery needs of the PODs and other MCM
delivery sites. Due to this possibility, many planners augment vehicle fleet resources by
forming partnerships with other organizations, such as

Local retailers;

Commercial grocery/pharmacy distribution chains;

Commercial logistics companies; and

Local trucking and delivery companies

These collaborative partnerships may provide primary or back-up transportation modes,
personnel, vehicle repairs, and fuel sources. Planners will need to establish written
agreements for any partners, including government agencies. In addition, any organizations
that serve a function in the distribution network should participate in the jurisdiction’s training
and exercises for MCM responses.

Chapter 13: Training, Exercising, and Evaluating Plans provides further information on
incorporating partners into training and exercises.

Identify Security Resources

The distribution manager will need to work with the jurisdiction’s lead for MCM security
planning to identify security resources and develop specific policies to protect the
distribution network. Planners will need to work with security partners to determine policies,
including
e How volunteer’s and driver’s IDs will be checked and how they will receive ID badges
for the incident;
¢ Whether on not security escorts are needed;
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¢ Whether security personnel will be stationed in distribution vehicles or in security
vehicles (such as police cars or National Guard trucks) that serve as escorts for delivery
vehicles;

¢ Whether to use lights and sirens for security escorts accompanying delivery trucks
(some jurisdictions regard this as a risk as it makes delivery vehicles targets for those
who might want to disrupt MCM distribution networks or hijack materials); and

e How to ensure access to all delivery points.

Determining Distribution Models

To maximize the efficiency of the established distribution network, planners must determine
whether to use a direct shipment or multipoint distribution model. In a direct shipment model
(Figure 7-1), assets move directly from the state’s RSS facility to local PODs, hospitals,
treatment centers, and alternate dispensing partners.
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Figure 7-1: Direct shipment model.
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In a multipoint distribution model (Figure 7-2), assets move from the state’s RSS facility to an
intermediate distribution site, such as a county or local facility, that serves as the RDS, which
in turn delivers assets to local PODs, hospitals, treatment centers, and other dispensing sites.
Some states also employ a multipoint distribution model that moves assets from the RSS to the
RDS and further down to local intermediate distribution sites before transferring assets on to
dispensing sites.
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Figure 7-2: Multipoint distribution model.

States also have developed variations of the direct shipment and multipoint distribution
models. In one variation, the hybrid distribution model (Figure 7-3), the RSS simultaneously
moves assets to PODs and other dispensing sites closest to the RSS, while also distributing
assets to an RDS that distributes to local dispensing sites.
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Figure 7-3: Hybrid distribution model.

All distribution models have advantages and disadvantages. Some planners question
whether a direct shipment network, with a single point of delivery at the RSS, is the most
efficient means of distribution; while others wonder whether adding delivery points (e.g., RDS
and local distribution sites) to the network will increase delays within the process. Planners
should consider the following important factors related to the multiple stops that shipments
could make when distributed through multipoint distribution networks:

¢ Multiple stops provide a greater opportunity for assets to be delayed, damaged, lost,
or stolen.

e Multiple stops to transfer assets from one distribution mode to another (e.g., truck to
warehouse to secondary truck) can cause slower distribution rates than a direct
distribution network.

¢ Multipoint models require more distribution facilities, which will require more people,
shipment tracking, and equipment for distribution operations than a direct shipment
model.

After reviewing the distribution models, planners should build a distribution network for their
jurisdictions by
¢ I|dentifying a distribution model that works best within the planning jurisdiction;
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¢ I|dentifying and collaborating with well-established commercial transportation firms,
where possible, to obtain advice and guidance;

e Developing a communication matrix that provides clear lines of communication
between the state RSS, RDS (if applicable), PODs, hospitals, treatment centers, other
delivery sites, security escorts, and vehicle drivers; and

o Define the roles and responsibilities of people, agencies, and organizations within the
distribution network.

Incorporating the Distribution Team into MCM Response Plannino

The jurisdiction should incorporate the distribution team into its current incident command
structure and communication matrix. During a response, the distribution team must to be
able to coordinate efforts with other MCM response teams, including the RSS team, security,
POD managers, and tactical and strategic communications to ensure the most efficient
distribution of MCMs. The jurisdiction should include any pre-identified distribution personnel in
any training and exercises conducted prior to an incident. As with all areas of MCM response
planning, planners should document any training and develop job action sheets for various
roles on the distribution team.

In addition, because spontaneous volunteers, both professional and non-professional, may
arrive to fill positions in the distribution team at the time of an incident, planners should work
with the designated distribution manager to develop just-in-time training (JITT) materials for
each of the distribution team positions and their individual functions. JITT materials should
include information on the incident, MCMs and any special handling instructions, and the
need for security around the RSS, transportation networks, and MCM delivery sites.
Specifically, planners should develop a briefing handbook to provide to drivers at the time of
activation. This briefing book should outline
e The MCM chain of custody procedure (i.e., receipt of shipment at RSS, signatory at
delivery site, communicating with dispatch on location of shipment, etc.);
¢ Routing information including any specific areas to avoid and whom to contact
should they need to change the designated route due to road closures or traffic;
e Specific security requirements for the incident (e.g., RSS and dispensing locations,
transportation networks, etc.) and contact personnel for security of MCMs en-route;
¢ Communications procedures (e.g., name and contact information for dispatch and
routing, specific radio frequencies [if using two-way radios], etc.); and
e Safety information for MHE.

Testing the recall of all team members will ensure viable communication lines and increase
the probability that team members will arrive promptly during activation of the MCM
response system. The distribution team should perform periodic communications checks with
all members, including drivers, delivery locations, dispatch, inventory control, law
enforcement or security support, supporting organizations, and the planning jurisdiction’s
emergency operations center. In addition, the jurisdiction should include all pre-identified
distribution team members and partnersin MCM exercises to orient staff and volunteers to
MCM operations and determine gaps in training.
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Determining Transportation Requirements

A well-developed distribution network will facilitate the most rapid delivery of MCMs with a
fixed number of transportation resources. Planners should look at all possible sources for
transportation resources and determine the number and hauling capacity of available
vehicles and credentials of licensed drivers/operators. Planners, in conjunction with the
distribution manager, route developers, and dispatchers, should determine how to utilize
available resources and most rapidly move MCMs from the RSS to all dispensing sites. If
partner agencies (e.g., public works, department of transportation, etc.) do not have
sufficient resources to meet the jurisdiction’s needs, planners should work with any identified
transportation partners outside of government agencies to determine whether they can
provide additional transportation resources during a large-scale incident. If so, planners can
then determine how to allocate all transportation resources to maximize transportation assets
and expedite the distribution process.

Each planning jurisdiction should consider the following requirements for both primary and
back up transportation modes:
e Trucks
e 10- to 24-foot cargo or “box” trucks with or without hydraulic lifts are the ideal
workhorse for the distribution fleet and do not require commercially licensed drivers.
These trucks are often available for rent by local rental agencies
o Full-sized pickup trucks or cargo vans can be used alone or to tow trailers
e Cargo or utility trailers, with or without ramps, also could be pulled by large sports
utility vehicles, cargo vans, or pick-up trucks
Tarps to protect loads in open-bed trucks/trailers from the weather
e Restraining straps to keep loads from shifting
e Hydraulic lifts on the back of trucks to eliminate the need for a forklift or a loading
dock at delivery locations
e Aircraft resources
e Depending on aircraft type, nearby helipads or appropriate landing strips for winged
aircraft
Slings for carrying loaded cargo containers under helicopters
Ground-to-air communication with pilots
Charts that identify delivery locations
Rail (subway or railroad)
Rail sidings or elevated platforms
Transfer docks and forklifts for loading/unloading railcars
Freight-elevator access to subway platforms
Watercraft
o Piers or boat docks
o Forklifts or cranes to load and unload materials

General distribution plans should include plans for 24-hour refueling, repairing, and recovery
of vehicles, pallets, and containers (e.g., 12-hour Push Package containers from the SNS or
other shipping containers, if used). If possible, drivers should have a credit card for the
purchase of fuel at any commercial location in order to avoid delays related to returning to
a jurisdiction’s supplied source of fuel.
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Distribution teams should assign tactical communication equipment to drivers or verify that
such equipment is present in delivery vehicles to guarantee communication between drivers,
dispatch, security, delivery site, and the RSS or RDS at all times. This could be as simple as
providing a cellphone to drivers. In addition, some cellphones come equipped with GPS
tracking, a feature that might be useful in assessing the locations of distribution assets,
especially in the event that assets need to be deployed to a location other than the one to
which they were originally routed or to transfer MCMs from one location to another.

When considering transportation modes to include in the distribution network, planners also
should determine each mode’s availability, lead-times, and hauling capacity for both MCMs
and personnel. Planners also should explore the possibility of equipping vehicles with a GPS
navigation system and live tracking systems to provide real-time status of vehicle location.
Plans also should include standby vehicles to aid disabled vehicles and recover MCMs when
vehicles break down during operations.

All transportation modes used should have the ability to maintain MCMs at appropriate
temperatures according to Title 21 Code of Federal Regulations, Part 211 (21CFR211.56),!
which pertains to the current good manufacturing practices (cGMP) for pharmaceuticals.
However, some MCMs may come with special handling requirements, such as specific
controlled substance regulations, and planners will need to have a variety of transportation
modes to accommodate distribution and specific regulatory requirements of some MCMs,
including refrigeration for some assets from the SNS.

When CDC ships items that require refrigeration, such as vaccines (e.g., smallpox vaccine,
anthrax adsorbed vaccine, or others biologic products requiring cold chain management),
staff use cold chain packing protocols and specialized shipping containers to ensure that the
items remain at the proper temperature throughout the packing and shipment processes.
CDC ships these items in either an electric/battery back-up refrigeration shipping container
(Vaxi-Cool™) or, in most cases, a specialized foam shipping container (Endotherm™). These
shipping containers can maintain the required temperature for up to 72 hours without
electricity or the need for additional refrigeration. However, the jurisdiction’s distribution plans
should include plans for refrigeration trucks to maintain items in cold chain managementin
case the product is not dispensed within the timeframe for which shipping containers can
sustain the required storage temperature. Appendix E: Cold Chain Management provides
further information on the shipment and handling of materials requiring refrigeration.

Developing Distribution Routes

Once planners have determined distribution networks, shipment models, and transportation
resources they will need to identify the primary and back-up route options from the RSS or
RDS, to the PODs, hospitals, treatment centers, and other dispensing sites, including alternate
dispensing partners. Route development will assist planners in determining the distance and
delivery time between all sites in the distribution network and determine the best ways to
apportion and allocate MCMs during an incident. Because no one can predict the nature of

1 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=211.56&SearchTerm=sanitation
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a possible incident, the distribution plan should identify primary dispensing sites that may be
first in line for MCMs, such as the dispensing site for first responders or a large POD that will
serve a significant portion of the population.

While the goal is to provide MCMs to all dispensing sites at roughly the same time, the reality
is that, depending on the incident and the available transportation resources, trucks may
have to make several stops along a delivery route and may be able to drop only partial
shipments of MCMs in the early stages of an incident. Therefore, advanced planning in how
to apportion MCMs and allocate resources can greatly improve the distribution process
during an emergency. While the plan is for all dispensing sites to open for operations at the
same time, the reality is that some PODs may receive MCMs 10 hours prior to opening to the
public, while others may receive MCMs just an hour before doors open. Therefore, itis
important for the distribution manager to work closely with the dispensing lead to determine
priority sites that should receive asset deliveries in the first hours of an incident. State SNS
planners should consider partnering with their state Department of Transportation (DOT) for
developing and/or analyzing distribution routes. The state DOT will have the ability to assist in
route planning and have the latest updates on road construction and closures. They also
may have software to help develop a distribution plan.

To improve the route development process, planners can utilize route optimization software.
CDC provides TourSolver and TourSolver Regional, software programs that enable planners to
generate optimized distribution routes for the entire fleet of vehicles in their distribution
network. The Stockpile Routing Web Portal, http://cdcstockpilerouting.c2logix.com, provides
planners with free access to TourSolver software, which they can use to develop routes from
the RSS or RDS to PODs, treatment centers, and any other dispensing sites.

Writing the Distribution Plan

Once the distribution team has outlined some of the basic principles of the distribution plan,
they should capture these in a written plan. Distribution plans also should include a
comprehensive guide outlining transportation requirements and resources. The team should
develop this guide based on the availability of transportation partners and resources. The
plan should identify vehicle types needed and a list of primary and secondary transportation
partners and resources available. The written plan should include the following:

o Written agreements with any transportation partners, including government agencies,
commercial partners, or volunteer organizations

¢ Roles on the distribution team, names of people or organizations that will fill those
roles, contact information for those people, and locations where people will report
during an activation (e.g., the distribution manager may report to the emergency
operations center [EOC] or to the RSS or RDS, depending on the plan and what the
MCM operations lead determines as best policy)

e Addresses, contact information, and specific site information for RSS, RDS, and any
delivery sites for which the jurisdiction is responsible, including PODs, hospitals,
treatment centers, and alternate dispensing partners

¢ The number, types, and descriptions of any known transportation vehicles
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¢ A plan for how MCMs will be recovered if they have been damaged or compromised
(e.g., will distribution vehicles pick up compromised MCMs while dropping off a
delivery to a POD or will one vehicle be sent to pick up all compromised MCMs from
all dispensing partners?)

A plan for support of vehicles and drivers, including

How MCMs will be recovered if a vehicle breaks down en route to dispensing sites;
How vehicles will be refueled during operations;

How vehicles will be repaired during operations;

Plans for drivers’ breaks; and

The length of a driver’s typical shift.

A plan for communications during operations that includes the mode of communication (i.e.,
two-way radios, cell phones, etc.) and back up modes, plus specific communications
channels including
¢ Whom drivers contact if their vehicles break down;
How dispatch will communicate with drivers; and
¢ How the distribution manager will communicate with dispatch and dispensing site
managers.
¢ Job action sheets and JITT for staff and volunteers
¢ A staff welfare-and-care plan that includes recommended lengths of shifts, breaks,
available space for resting (e.g., a break room or lounge at the facility in which they
are stationed), and plans for meals

The written plan also should include locations to which team members will report during
activation and response. Depending on the jurisdiction, and working with the MCM
operations lead, the distribution manager may report to and operate from the emergency
operations center (EOC) or the RSS. As the MCM operations lead, dispensing lead, RSS lead,
and distribution lead work through the planning process and exercise the plan, they will
determine the most effective duty sites for everyone during a response.

Developing Action ltem Lists

Prior to a public health emergency, the distribution team should develop an action item list
that identifies items needed to distribute MCMs efficiently during an incident. The distribution
team should list all actions that should take place during activation and assign roles to team
members pre-incident. During activation, distribution team members will go through the
action item list, compile information, and prepare for and manage movement of MCMs from
the RSS to all the sites that will require them. Action Items in the list will include the following:

e Names, addresses, and multiple 24/7 contact telephone numbers for the RSS, plus
delivery sites, including any RDS, PODs, hospitals, treatment centers, and other delivery
locations, as well as specific information for each facility, including

o Dispensing capability of the sites (the throughput, or capability, will determine
the amount of MCMs needed);

o0 Loading and unloading capalbility;

o0 Number of and location of available loading docks;

o Avalilability of onsite MHE, such as pallet jacks, hand trucks, and forklifts;
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0 Security or other personnel that will keep the driveway and loading dock clear
of vehicles, people, and other obstacles that would impede delivery; and
o Multiple support personnel to unload the truck including those trained to
operate the MHE.
¢ Personal protective equipment (PPE) needed to protect workers within the distribution
network
e Communication matrix and equipment for distribution network, including
0 Availability and lead times for two-way communications equipment (e.g., two-
way radios) with redundant back-up capabilities (e.g., licensed truck drivers
with cell phones, radios, etc.); and
o Assigned radio frequencies for communications with vehicle drivers,
dispatchers, delivery points, and security.
¢ GPS navigation systems and maps with primary and secondary routes to each
location that
o Identify areas to avoid due to contamination or major road, waterway, and
bridge closures that may affect delivery routes; and
o Provide GIS mapping of all delivery locations (if available).
e Transportation resources, including
o Pre-identified, licensed drivers for trucks;
0 Number and types of available vehicles;
0 Location of nearby airports and any known air-traffic-control problems that
may impair the use of aircraft;
o Water transport systems and resources (if applicable); and
o0 Rail systems with notes on any impediments that may affect their use.

Activating the Distribution Plan

When an incident occurs, the distribution manager will receive notification, most likely from
the MCM operations lead. In turn, the distribution manager will notify the distribution team by
activating the team’s communication plan. The activation process should include who is
responsible for

e Contacting or otherwise activating

¢ Transportation partners (who will activate drivers and other transportation systems)
and provide information on the RSS for delivery pick-up;
Security partners;
Dispatchers;
Route developers; and
Support personnel.
Assembling and delivering
Driver handbooks,
JITT, and
Route maps.

The distribution manager will contact the RSS lead and determine when shipments will be
ready to leave the RSS to ensure that the empty distribution vehicles arrive at an appropriate
time and do not impede SNS delivery vehicles’ arrival at the RSS. The distribution manager
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also will contact the dispensing manager to determine which dispensing sites will need MCMs
first and provide an estimated time of delivery based on information received from the RSS
lead regarding when first shipments would be ready.

All members of the distribution team will report to locations determined during the planning
phase.

Demobilizing Distribution Operations

Depending on the incident, a response may end rapidly or operations may diminish over the
course of days or weeks. The distribution team should develop processes for demobilizing
operations that include
e How and when unused or compromised MCMs will be recovered from dispensing sites
and returned to the RSS;
¢ How and when transportation resources will be scaled back to fewer daily deliveries
and pick-ups;
e A hot-wash with drivers and transportation partners that reminds them of confidential
information, such as location of RSS and dispensing sites;
¢ Whether and how distribution partners can apply for compensation for participation in
the response (under a Robert T. Stafford Disaster Relief and Emergency Assistance Act
[Public Law 93-288]2 declaration those who assist in a public health emergency may
be eligible for reimbursement); and
e After action reporting.

Resources

Lessons Learned Information Sharing (LLIS.gov) is a national, online network of lessons
learned, best practices, and innovative ideas for the emergency response and homeland
security communities. Developed and run by the U.S. Department of Homeland Security and
the Federal Emergency Management Agency program, this provides federal, state, and
local responders with a wealth of information and front-line expertise on effective planning,
training, and operational practices across homeland security functional areas. LLIS.gov is
available at URL www.llis.dhs.gov/index.do.

CDC’s Public Health Preparedness Capabilities: National Standards for State and Local
Planning provides guidance on 15 capabilities that state and local jurisdictions can use to
identify gaps in preparedness, determine specific jurisdictional priorities, and develop plans
for building and sustaining capabilities. Capability 9 provides information on functions and
tasks associated with MCMDD planning, including distribution. Available on the CDC website
at www.cdc.gov/phpr/capabilities/DSLR_capabilities_July.pdf.

CDC’s National Center for Immunization and Respiratory Diseases’ Vaccine Storage and
Handling Toolkit provides information on maintaining vaccines according the current good

2 Information on the Robert T. Stafford Disaster Relief and Emergency Assistance Act (Public Law 93-288) is
available from URL www.fema.gov/about/stafact.shtm.
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manufacturing practice (cGMP) and is available at URL
www?2a.cdc.gov/vaccines/ed/shtoolkit/pages/introduction.htm.

CDC’s Selected Vaccine Storage & Handling Resources provides links to useful resources for
determining storage and handling practices for vaccines. The resource links are available
from URL www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/C/storage-
handling-resources.pdf.

Planners can use TourSolver and TourSolver Regional to develop routes from the RSS or RDS to
PODs, treatment centers, and any other sites. TourSolver is available at no charge on the
Stockpile Routing Web Portal, http://cdcstockpilerouting.c2logix.com. TourSolver allows
planners to customize parameters to reflect local conditions, run multiple scenarios, and ask
“what if” questions that will simulate real world events. Planners, using multiple or as few
constraints as desired, can quickly assess the impact of these conditions on the overall
distribution operation.

International Air Transportation Association’s Perishable Cargo Regulations (PCR) manual
provides temperature control and cold chain management standards for goods from the
health care and food sectors, including pharmaceutical products and non-hazardous
biological materials. The PCR includes information that will assist planners to properly prepare,
package, and handle time and temperature sensitive goods. Available for purchase at URL
https://www.iataonline.com/Store/default.htm.

The SNS Extranet contains information on distribution and other SNS functions and can assist
planners in developing MCM distribution plans. This site also includes Public Health
Emergency Preparedness cooperative agreement guidance. Planners can access the SNS
Extranet at URL www.orau.gov/snsnet, but this site is password protected. Planners can
contact the state SNS coordinator or CDC Division of State and Local Readiness (DSLR)
project officer to obtain the user name and password.
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Chapter 8: Dispensing
Medical Countermeasures

Dispensing is the most complex function in a medical countermeasure (MCM) response, as it
requires considerations for how to provide MCMs rapidly and efficiently, possibly to everyone
in the jurisdiction, while observing all the legal considerations of dispensing laws. In addition,
dispensing plans must cover wide-ranging possibilities of MCMs and administration methods,
such as oral medications or vaccinations. Previous Centers for Disease Control and
Prevention (CDC) guidance primarily focused on strategies for mass dispensing of oral MCMs
based on a worst-case scenario. However, CDC’s updated guidance recognizes the need
to develop scalable and flexible dispensing plans to meet the needs of smaller incidents,
longer-term responses, or incidents requiring MCMs other than oral antimicrobials.
Developing dispensing plans flexible enough to address an array of disease agents and
possible MCMs for treatment or prophylaxis requires extensive, coordinated efforts between
state and local public health, federal agencies, non-governmental organizations, businesses,
and volunteers to provide the maximum public health protections in the community.

Understanding Dispensing as a Capability

Dispensing MCMs is one of the targets of the Public Health and Medical Services! capability
of National Preparedness Goal,2 which is:

A secure and resilient nation with the capabilities required across
the whole community to prevent, protect against, mitigate,
respond to, and recover from the threats and hazards that pose
the greatest risk.3

To assist in preparing a resilient nation, the federal government provides funding through the
Public Health Emergency Preparedness (PHEP) cooperative agreement* and Cities

1 www.fema.gov/core-capabilities#Publichealth

2 www.fema.gov/pdf/prepared/npg.pdf

3 From the Federal Emergency Management Agency National Preparedness Goal website. Available at URL
www.fema.gov/national-preparedness-goal. (Accessed May 8, 2013)

4 www.cdc.gov/phpr/coopagreement.htm
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Readiness Initiative (CRI).5> PHEP includes MCM dispensing as one of the 15 capabilities on
which state and local public health departments should focus their preparedness planning
efforts.

Funded through CDC since 2004, CRI shaped much of the early dispensing planning by
assisting states and large metropolitan statistical areas (MSAs) in developing plans “to
respond to a large-scale biologic attack, with anthrax as the primary threat consideration.”
Because of the nature of Bacillus anthracis (anthrax), a widespread release of aerosolized
anthrax may require a jurisdiction to provide prophylaxis to everyone in the community within
48 hours.

This worst-case scenario prompted CDC to focus much What Is a POD?
of the early dispensing guidance on health _ _ _ ]
departments providing an initial 10-day supply of oral A point of dispensing (POD) is &

antimicrobials (20 tablets) to everyone in the fixed, identified public facility in
community. This guidance urged health departments | Which medical countermeasures
to develop plans to provide prophylaxis at dispensing (MCMs) are given to people in
sites, often referred to as points of dispensing, or PODs, | '€SPonse to a public health threat
staffed and run by the health department. OREErgeRCYy:

While early planning focused on this 48-hour dispensing

scenario, CDC later recognized that jurisdictions needed to improve all-hazards planning
and broadened dispensing criteria to support this activity. Consequently, CDC’s updated
guidance encourages jurisdictions to develop the capability to dispense MCMs for a variety
of incidents and timeframes. Jurisdictional dispensing plans should cover a widespread
incident, such as a release of anthrax, but also be scalable to cover a smaller incident, such
as a meningitis outbreak in a single school district, which may require screening and
providing MCMs only to a localized population. In addition, dispensing plans should consider
how the jurisdiction could maintain operations during a long-term response, such as an
influenza pandemic, in which multiple waves of disease outbreaks may occur over several
months.

Framing Liability Coverage for Dispensing

Early guidance helped prepare communities to receive, distribute, and dispense MCMs from
the Strategic National Stockpile (SNS) within 48 hours of a federal decision to deploy assets.
However, as medical countermeasure distribution and dispensing (MCMDD) plans evolved,
public health departments realized they would not be able to attain their dispensing goals
with their own limited resources. Subsequently, public health planners reached out to various
agencies and organizations in the public and private sector to assist in providing prophylaxis
as quickly as possible. As public health recruited more partners, especially private entities

5 www.bt.cdc.gov/cri

6 From the Centers for Disease Control and Prevention Cities Readiness Initiative website; available at
www.bt.cdc.gov/cri.
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that may serve as PODs or assist in dispensing MCMS, those who might support dispensing
operations raised many questions on their possible liability during a response, such as
e If | help the health department with dispensing, can | be sued if someone gets sick
from taking the medication?
¢ If | own the facility used as a POD and someone is injured during the dispensing
process, am | liable?
¢ How can| get compensated for providing resources to assist in dispensing operations?

In response to such questions, the federal government enacted legislation to maximize the
nation’s ability to rapidly respond to public health emergencies. This legislation provides
liability protection for those who respond to and participate in public health emergencies
and affords protection from tort actions related to an emergency response. State and local
planners should work with public health law professionals to ensure that dispensing plans
adhere to all regulations and allow for maximum protections afforded by these laws.

Public Readiness and Emergency Preparedness (PREP) Act

The Public Readiness and Emergency Preparedness (PREP) Act’” authorizes the HHS Secretary
to issue a declaration (PREP Act declaration) specifically for the purpose of providing
immunity from tort liability related to covered MCMs recommended in the declaration. The
secretary can issue a declaration for any diseases, threats, or conditions determined to
constitute a present or credible risk of a future public health emergency to entities and
individuals. For example, as part of ongoing national emergency preparedness and
planning efforts, the HHS secretary issued a declaration pursuant to the PREP Act to provide
targeted liability protections for anthrax MCMs based on a credible risk that the threat of
exposure to anthrax and the resulting disease constitutes a public health emergency. (See
73 Fed. Reg. 58239 [October 6, 2008]).8

Tort claims covered by a PREP Act declaration include all claims (except for willful
misconduct) under federal or state law for any type of loss including death; physical, mental,
or emotional injury; fear of such injury; or property damage or loss, including business
interruption loss, with any causal relationship to any stage of development, distribution,
administration or use of the covered MCMs recommended in the declaration. A secretarial
declaration will specify the period for which liability protections are in effect, the population
of individuals protected, and the geographic areas for which the protections are in effect. A
PREP Act declaration is different from, and not dependent on, other emergency
declarations. The PREP Act also authorizes an emergency fund in the United States Treasury
to provide compensation for injuries directly caused by administration or use of a
countermeasure covered by the secretary’s declaration.

Staff and Volunteer Liability

Liability protection for staff and volunteers is an area of great concern for planners and is a
complicated issue to address because different states and localities are subject to different

7 www.hrsa.gov/gethealthcare/conditions/countermeasurescomp/prepact.pdf

8 www.gpo.gov/fdsys/pkg/FR-2008-10-06/content-detail.html
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liability laws and standards. Planners may find recruitment efforts are significantly impacted
when potential volunteers are unsure of liability protections.

Section 319F-3 of the Public Health Service Act (42 U.S.C. 247d-6d),° as enacted by the PREP
Act (Pub. L. No. 109-148),° provides tort liability that covers entities involved in the
development, manufacture, testing, distribution, administration, and use of MCMs. Planners
should become familiar with protections afforded to covered persons involved in
administration and use of an MCM recommended in a PREP Act declaration. Covered
persons may, at the secretary’s discretion, include
¢ Manufacturers of MCMs;
e Distributors of MCMs;
¢ MCM program planners (i.e., individuals and entities involved in planning and
administering programes for distribution of MCMs);
¢ Qualified persons who prescribe, administer, or dispense MCMs (i.e., healthcare and
other providers); and
¢ The United States.

Officials, agents, and employees of any of these entities also are considered “covered
persons” and volunteers may be covered under the auspices of “qualified persons.” This
includes volunteers assisting in POD operations or volunteers participating in other aspects of
responses involving a PREP Act declaration. The term also applies to businesses or other
entities that volunteer to dispense MCMs to their employees at their facilities.

In addition to the PREP Act, other laws and provisions at the federal and state levels provide
liability protection for staff and volunteers during a dispensing campaign. Planners should
seek the assistance of their legal counsels to

¢ I|dentify the liability protections available for their jurisdiction;
Ensure that their plans will facilitate operations during a PREP Act declaration; and

o Verify their dispensing plans fit within the scope of the liability coverage afforded by
the PREP Act.

State and Local Legislation

In the absence of a PREP Act declaration (for instance a small-scale disease outbreak, such
as meningitis in a high school requiring vaccination or dispensing of oral medications to all
students and staff), planners should ensure that the plan identifies existing state and local
liability coverage for staff, volunteers, and entities involved in the response. Coverage may
come in the form of a public health emergency declaration by the governor, his/her
designee, or the state or local health department. Planners should work with their public
health law professionals to secure the necessary liability coverage for both large- and small-
scale responses.

9 www.fda.gov/Regulatoryinformation/Legislation/ucmi148717.htm

10 www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
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Local and state legislatures also have passed Good Samaritan and other types of legislation
that impact local emergency response planning and may address policy and legal issues
related to dispensing campaigns, such as prescribing authority and authorized dispensers
during an emergency. Such legislation may provide additional liability protections to those
offered under the PREP Act or a declared emergency. Therefore, planners should become
familiar with any related state or local legislation in order to determine the best way in which
the jurisdiction can provide liability protection for volunteers and other responders during an
incident.

Additional Leqgislation

Additional information on federal legislation, including liability coverage and dispensing
considerations for MCMs provided under Investigational New Drug (IND) and Emergency Use
Authorization (EUA) protocols, are provided at the end of this chapter.

Delineating State and Local Responsibilities in Dispensing

While planning for dispensing MCMs to the pubilic falls predominantly to local public health
departments, planners at the state health department should provide guidance and
assistance to their local counterparts on developing the MCM dispensing plan. The state
health department also can facilitate coordination between local planners and non-
governmental organizations and private entities that may play a role in an MCM response. In
addition, state planners should develop clear guidance for local planners on the state’s
expectations for dispensing plans and ensure consistency in dispensing plans throughout the
state. Ideally, state planners will have a system to track the progress of local planners to
ensure that they have developed adequate dispensing capacity.

State planners should assist local jurisdictions in ensuring that they identify, assess, and
prioritize legal and liability barriers to rapid dispensing strategies. State planners should work
with those who have authority to address possible issues associated with dispensing MCMs,
such as

¢ Standards of care;
Documentation of care;
Licensing;
Civil liability protection for volunteers;
Staff compensation;
Rules governing when dispensing protocols can be changed from a medical model to
a nonmedical model; and
¢ Appropriation of property needed for dispensing medications.!!

Local planners will need to assess the populations of their communities, determine the best
dispensing strategies, develop plans, and create a comprehensive written dispensing plan
along with site-specific plans for dispensing locations. In addition, local planners will need to

11 From Recommended Infrastructure Standards for Mass Antibiotic Dispensing, RAND Corporation; Santa Monica,
CA (2008). Available at www.rand.org/pubs/technical_reports/2008/RAND_TR553.pdf.
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assist any dispensing partners in developing plans that align with the local plan. Local
planners are encouraged to partner with any agencies, organizations, or entities that they
feel can assist in the dispensing process and provide clear roles and guidelines for those who
agree to participate in the dispensing effort.

Forming MCM Dispensing Planning and Response Teams

In order to develop the dispensing plan and implement all of the possible dispensing
methods, planners will need multi-tiered response and coordination efforts. Jurisdictions will
need to take a whole community approach by bringing together expertise from a variety of
professions and obtaining buy-in and support from other agencies and organizations.
Members of the multi-disciplinary advisory group, mentioned in Chapter 2: Developing a
Medical Countermeasure Response Plan, can assist in determining the best dispensing
modalities, the number and locations of PODs, potential closed POD partners, and agencies
and organizations that may be able to provide staff and resources for dispensing operations.
Other government agencies, community-based groups, and private-sector organizations
can support dispensing operations by providing POD facilities, volunteer staff, vehicles and
personnel to move supplies and equipment to PODs, translation and interpreter services at
PODs, reproduction services for printed materials, and support services to POD staff and
volunteers.

Planners should review the list of organizations and roles included in Table 2.1 of Chapter 2
and include any possible partners in developing the dispensing section of the plan. For
instance, if the jurisdiction plans to utilize local school facilities for dispensing, planners will
need to work with the school board and/or the superintendent of schools to obtain the
necessary permissions and written agreements for use of those facilities. In addition, planners
should include law enforcement or other security professionals to assist in assessing security
risks of possible POD sites, developing traffic plans, and securing assets and facilities during
dispensing operations.

Planning for Whole-community Approaches to Dispensing

All of the functions in MCM response plans require considerations that affect the movement
of MCMs from the federal level down to the people who would require them during an
incident. This includes everyone in the community - residents, visitors, commuters, or anyone
else in the affected area during an incident. However, because dispensing is the step that
actually provides MCMs to the people who need them, planning for this function involves
considerations for the unique populations that may be part of the jurisdiction. Providing
MCMs to these populations may be required to maintain continuity of operations during the
response (such as in the case of first responders) or may be affected by challenges related
to the targeted population (such as at-risk individuals).

Responders and Critical Infrastructure Staff

Certain individuals in the community may serve essential roles during a response and the
federal government recognizes these individuals as part of the critical infrastructure.
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Typically, responders and critical infrastructure staff include law enforcement, public health
staff, firefighters, emergency management services, utility services, state and local
government agency staff, elected officials, as well as others who are specific to the
jurisdiction. Under the National Preparedness Goal,2 protecting responders and critical
infrastructure staff falls under the Physical Protective Measures of the Core Capabilities.13 For
an MCMDD response, the jurisdiction may need to provide MCMs to several hundred or
even thousands of people before opening PODs for the public. CDC recommends that
jurisdictions identify the personnel and agencies to include as critical infrastructure early in

the planning phase for an MCMDD response.

Some local jurisdictions maintain supplies and caches of MCMs to accomplish dispensing to
critical infrastructure staff and responders before the arrival of federal assets and each of
these jurisdiction will need to explore strategies for managing and dispensing local MCM
caches. For instance, the jurisdiction could maintain its MCM cache in a central location
and then deploy allocations to pre-determined sites for dispensing to responders upon
activation. Alternatively, members in these groups could receive preliminary screening to
determine the appropriate MCMs and quantities required so their respective agencies could

receive pre-positioned MCMs.

Depending on the incident, local caches
of MCMs may be covered under
Emergency Use Authorizations (EUAS) that
will provide protections under the PREP
Act. For example, in July 2011 the FDA
issued an EUA for doxycycline for post-
exposure prophylaxis (PEP) for inhalation
anthrax. This EUA covers oral formulations
of doxycycline from local caches used for
PEP as long as the terms and conditions of
the EUA are met.1* However, state SNS
planners should work closely with public
health law professionals, state pharmacy
boards, state medical directors, and
legislators to ensure that dispensing plans,
including plans for dispensing MCMs from
state- or local-held caches, adhere to all
regulations and allow for maximum
protections afforded by the PREP Act and
EUAs under a federally declared
emergency.

12 www.fema.gov/national-preparedness-goal

13 www.fema.gov/core-capabilities#PhysicalProtect

Emergency Use Authorizations

An Emergency Use Authorization (EUA) allows the
U.S. Food and Drug Administration (FDA)
Commissioner to permit the use of unapproved
medical products or unapproved uses of approved
medical products in an emergency. An EUA
authorizes the wide-scale use of unapproved,
uncleared, or unlicensed MCMs in an emergency
to diagnose, treat, or prevent serious or life-
threatening diseases or conditions when there are
no adequate, approved, and available
alternatives. An EUA can be issued during a
declared emergency involving a heightened risk of
attack on the public or U.S. military forces. Authority
for an EUA comes through Project BioShield Act of
2004 (Public Law 108-276).

Further information on EUAs is available in the
Understanding How INDs and EUAs Affect
Dispensing Section beginning on page 46 of this
chapter.

14 From the U.S. Food and Drug Administration Emergency Preparedness and Response website,
www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm?269226.htm.
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At-risk Populations

At-risk individuals are those who have additional needs that may interfere with their ability to
access or receive medical care, which can be of particular concern during an incident that
requires quick action to receive life-saving MCMs. Therefore, planners must consider the
needs of at-risk populations and involve representatives of these communities and their
caregivers in their planning efforts. According to the Pandemic and All-Hazards Preparedness
Act (PAHPA),15 at-risk populations are those who have additional needs in one or more of the
following functional areas:

¢ Maintaining independence
Communication
Transportation
Supervision
Medical care

PAHPA’s definition provides a flexible framework planners can use to address a wide range
of needs while avoiding specific labels. Chapter 9: Public Information and Communication
provides further information on reaching at-risk populations. In addition, planners can consult
the Public Health Workbook to Define, Locate and Reach Special, Vulnerable, and At-Risk
Populations in an Emergency,!¢ which provides information on how to develop a Community
Outreach and Information Network (COIN)—a grassroots network of people and trusted
leaders who can help with emergency response planning and delivering information to at-
risk populations in emergencies.

Military Installations

As mentioned in Chapter 2: Developing a Medical Countermeasure Response Plan, state
and local public health planners must include the staff and family members of military
installations in the total population for the jurisdiction and plan for dispensing of MCMs to that
community. Department of Defense (DoD) Directive 6200.3 Emergency Health Powers on
Military Installations!? requires military commanders to designate a Public Health Emergency
Officer (PHEO) to maintain close contact and seek coordination with the local and state
health departments. State and local planners should work with the PHEO to determine how
those stationed and/or residing on military installations will receive MCMs during an incident.
Planners should contact their st