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Introduction
Closed Point of Dispensing Site (CPODS) Planning

As a partner to Summit County Public Health, your organization plays a critical role in our
community’s public health preparedness activities. Your willingness to operate a closed point of
dispensing site or CPODS during an emergency for your staff members and their families and to
assist our community demonstrates your organization’s commitment to the national preparedness
initiative. Summit County Public Health will match your commitment with equal dedication by

providing the necessary technical assistance, planning tools and resources to help you develop
your CPODS plan.

The information found in this workbook is supported and validated by a training composed of
five modules offered at the National Association of County and City Health Officials
(NACCHO) website http://closedpodpartners.org.




http://closedpodpartners.org/
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Partnering with Public Health

Imagine This Scenario . . .

Whether by accident or a part of a terrorist attack, a biological agent release puts millions of
people across the nation at risk, including those in
our community. People need preventive

medications immediately, so through the activation SNS - The Strategic National
of emergency transportation and logistics plans at Stockpile

the federal and state ‘levels, the Cepters for Di‘sease e A national repository of
Control and Prevention (CDC) delivers supplies medications and medical supplies
from the SNS destined for local public health to be used for emergency
agencies. These life-saving medications are situations such as a bioterrorism
delivered to local public health officials who have attack or natural disaster
activated long-standing and well rehearsed mass

prophylaxis plans via “pull and push” methods of e Designed to supplement and
dispensing. Most likely given this scenario, local re-supply state and local health
officials will use the traditional “pull” method as its and medical resources

primary dispensing method and encourage the

general public, via an extensive public information

campaign, to come to identified locations at common areas within the community to receive
medications. These locations usually consist of fixed facilities such as schools, arenas, or other
public buildings and are most often referred to as open PODS.

But, even with extensive preparation, there are long lines at every POD site as thousands of
people wait in line for their pills. People are stressed about missing work, trying to calm their
children as they endure long waits, and anxiety and tempers are starting to flare. Remember,
Summit County is comprised of approximately 541,781 people and everyone may have been
exposed, therefore Summit County Public Health will have to provide the necessary medication
to the entire population in less than 48 hours.

If this type of scenario were to ever occur, public health officials must be ready to respond. To
help meet this 48-hour timeframe, local officials across the nation are working with various
organizations within their communities and establishing partnerships to develop innovative
alternate dispensing options to enhance the dispensing capability. These alternate options are
commonly referred to as “push” methods of dispensing. Medications are “pushed” or delivered
to organizations such as private businesses, universities, or large organizations and these
organizations in turn provide the medication to their designated population. Your CPODS is an
example of a push method of dispensing.





Partnering With Public Health

Setting Expectations — What Can You Expect?

Current Planning Efforts
Summit County Public Health has created plans that identify sites and resources that can support
public POD operations during a public health emergency. Each site has been evaluated to ensure
that it is appropriate for such use, facility use agreements have been developed and signed and
plans have been made for all aspects of establishing the POD, including:

e Communicating with the public

e Communicating with emergency responders (police, fire and EMS)

e Transportation of medicines and supplies to each site

o F}oor pl.ans and cliept flow patterns for Mass prophylaxis is the capability to
dispensing at each site protect the health of the population
. . through the administration of critical
* Security and safety precautions interventions in response to a public
health emergency in order to prevent
e Staffing needs including medical the development of disease among
professionals and volunteers those who are exposed or are
potentially exposed to public health
e Necessary supplies threats.

How CPODS Fit into Mass
Prophylaxis

CPODS will play an important role in any situation where it is necessary to provide emergency
medications to large groups of people. Traditional medical providers, such as hospitals and
medical clinics, will likely be overwhelmed during a large-scale public health emergency. The
open PODS established to support the public will also be highly stressed in a situation where the
entire population needs medication within a short time frame. CPODS will help relieve some of
the pressure by reaching specific portions of the community. As a result, long lines and public
anxiety can be reduced and resources can be used more efficiently.

By partnering with public health and operating a CPODS, your staff members and their family
members will receive medications at your facility, which reduces the likelihood of having to visit
the open PODS. This will provide peace of mind during this crisis because they know that their
organization has taken the “extra step” and conducted the necessary coordination and planning
prior to an event to provide an alternative method to protect them during an emergency where
medications must be dispensed.





Partnering With Public Health

CPODS provide:
e Ease of access to life-saving medications
¢ Quick dispensing of medications to your staff members and their families

e Enhanced continuity of operations for the organization





Assignment of Responsibilities

Public Health Responsibilities

Summit County Public Health will work closely with your organization to ensure that you have
the necessary information and resources to establish a CPODS. As with all preparedness
activities, the more we communicate and exercise our response plans now, the better we will
respond if an emergency occurs. In the Legal Reference Tab of this workbook, a Memorandum
of Agreement (MOA) is provided to delineate expected roles and responsibilities.

Summit County Public Health responsibilities:
e Provide pre-event planning and technical assistance, including but not limited to policies,
procedures, job aids such as example PODS layouts, fact sheets, dispensing algorithms,
forms, and other information necessary to successfully operate a CPODS.

e Provide CPODS training/education opportunities to identified staff in your organization.

e Provide medication and form templates during an

emergency. The challenge for government
officials, working with the
e Provide 24-hour emergency contact information private sector,
for Summit County Public Health. nongovernmental

organizations, and individual
citizens, is to determine the
best way to build capabilities
for bolstering preparedness
...the “best way” will vary
across the nation.

e Provide your organization with technical
assistance, as needed, to effectively run a CPODS
during a public health emergency.

e Notify your organization of the need to activate

your CPODS plan. National Preparedness
Guidelines





The Dispensing Process

Your Organization’s Responsibilities

Summit County Public Health will help you prepare to set up your CPODS, but there are steps
you must take to ensure the proper plans are in place to establish and operate a CPODS
efficiently.

Your organization’s responsibilities:

e Designate staff to work with Summit County Public Health in planning for the operation
of a CPODS.

e Provide primary and secondary 24-hour emergency points of contact to ensure timely
notification and activation of your CPODS during a public health emergency.

e Develop a CPODS plan and provide a copy and annual updates to Summit County Public
Health.

e Identify CPODS locations for your organization.
e Maintain the necessary supplies and equipment needed to operate a CPODS.

e Dispense medications following protocols and guidance provided by Summit County
Public Health.

e Participate in predetermined and agreed upon training and exercise opportunities in
conjunction with Summit County Public Health.

“Our partnership with public
health, like our partnerships with
other community efforts, is another
way we feel connected to the
communities we live in.”

Stasha Wyskiel, Manager
Business Continuity Planning Gap, Inc.





The Dispensing Process

Understanding the Dispensing Process

Developing a plan to dispense medication to a large number of people at first glance appears to
be extremely challenging, especially for those who do not work in public health. Rest assured
that Summit County Public Health understands the challenges you face and is committed to
assisting you through the process to help you develop a comprehensive, responsive CPODS plan
that not only supports your organization, but supports our overall community mass dispensing
efforts. The remaining information in this workbook focuses on assisting planners with
understanding the dispensing process and developing CPODS plans.

A report developed by Rand Corporation, “Recommended Infrastructure Standards for

Mass Antibiotic Dispensing, ” addresses functions that should be incorporated into mass
dispensing operations during emergency operations where time is of the essence. These functions
are regarded as minimal, and include:

Directing clients through the PODS

Deciding which medication to dispense
Dispensing the medication

Disseminating information about the medication

A CPODS planning template is provided in the Appendix Template. Many of the forms
presented in the template were adapted from the CPODS Partners training series referenced
throughout this workbook. Summit County Public Health asks that you use the templates and
forms provided in this workbook to develop your CPODS plans in an effort to maintain
consistency in format of plans throughout the county.

Upon reviewing the template, it will become apparent that the majority of the tasks involved in
establishing a CPODS support one of these four functions:

DIRECTING —HOW TO GET STAFF MEMBERS TO AND THROUGH THE PODS

1) Prior to directing staff members through the PODS, there are numerous pre-event planning
activities to accomplish. It is important to remember that time is not on your side and the
medication must get into the population as soon as possible.

Informing your staff members that your organization has established a partnership with
public health and will operate a CPODS during an emergency, and soliciting volunteers to
assist with operating the CPODS, is one of those key initial activities.

Sample information letters are provided in the Appendix Template.





The Dispensing Process

2)

3)

Defining Your Dispensing Population

Determining how many people comprise your organization’s dispensing population sets the stage for
many other planning tasks for your CPODS, such as facility size and design, the number of staff
needed to operate the CPODS and the amount of medication received from public health.

When determining the appropriate population number, consider others who are critical to operations,
in addition to staff members. During any emergency, public health officials realize that people are
most concerned with the health, safety and protection of their loved ones. Family members will form
the support structure that allows your staff members to continue normal operations to the extent
necessary or allowable as the community endures and recovers from a public health emergency. For
this reason, we recommend that you plan to provide medications to your staff members’ families as
well. This is referred to as the “Head of Household” model, meaning your staff members will be
able to obtain enough medication from your CPODS for themselves and their designated family
members, as long as they are accounted for on the necessary forms, such as the NAPH (Name
Address Phone Health History) form.

The Appendix Template provides a formula to assist in establishing the baseline population for
planning purposes.

PODS Throughput

Directing also requires you to determine your CPODS throughput which is based on your designated
population, the number of dispensing staff available, your dispensing flow and the time available to
dispense medication. Keep in mind that operations at your CPODS fit into the larger scheme of
Summit County Public Health’s mass dispensing campaign; therefore, it is extremely important that
your organization establish a throughput that supports the time available to dispense. You can find
more information on developing throughput targets and designing the layout of your CPODS to
support your targets in the Appendix Template.





The Dispensing Process

DECIDING — DETERMINING WHICH MEDICATION IS APPROPRIATE TO DISPENSE

1)

2)

3)

Patient Information

Prior to receiving medication at a PODS, regardless of whether it is an open PODS or CPODS,
federal and state laws require certain information for each person receiving medication be completed
and provided at the PODS. The medical community understands in situations where time is of the
essence applicable emergency powers afforded to the Governor, related to mass dispensing, will
most likely be enacted. Summit County Public Health will provide Name, Age, Phone Number,
Personal History (NAPH) forms that support the minimal data that needs to be collected during this
type of emergency; a sample is provided in the Tab section. These forms must be completed and
turned in at the PODS prior to receiving medication. A major advantage of being a CPODS is that
Summit County Public Health can make these forms available pre-event to help improve throughput
goals.

Which Medication is Appropriate?

At this time, the SNS antibiotic prophylactic medications Summit County would receive in response
to a public health emergency are Doxycycline and Ciprofloxacin. The Ohio Department of Health
has informed Summit County to expect shipments to consist of 80% Doxycycline and 20%
Ciprofloxacin. Determining which medication is appropriate for each individual is based on the
information provided on the NAPH form. The NAPH form has a series of questions that are
answered either ‘yes’ or ‘no’ by the individual. The person screening the NAPH form will refer to a
chart that accompanies the NAPH form and provides an easy algorithm to determine which
antibiotic to dispense based on the individual’s answers. Your public health liaison from Summit
County Public Health can provide guidance and training on screening process.

Dispensing — The Process of Handing the Medication Over to the Client

e Head of Household Policy — Ohio Department of Health guidance states that the head of
household may obtain medication for up to twenty individuals, contingent upon a completed
NAPH form for each of those individuals for whom medication is being obtained.

e Dispensing Policy — CPODS follow a non-medical model of dispensing in a streamlined
approach. The emphasis with this model is to give medicine to people in the quickest time
possible. Non-medical models typically utilize non-medical personnel to dispense in
emergency situations.





The Dispensing Process

4) Disseminating — Providing the Necessary Information/Education Forms and Follow-Up
Information

Drug Information and Instructions - The Food and Drug Administration (FDA) requires that
each person who receives medication at your CPODS also receive information about the
medication they are taking, dosage instructions and who to call or what to do if they experience
adverse reactions to the medication. This information will be provided to you from your public
health liaison.

Other Important Information — It is important to provide accurate and complete information to
your staff members. Let your staff members know why and how the CPODS would be
established, and how the medication dispensing process will work. This will provide your staff
with confidence in the overall approach, and is an opportunity to present accurate and reassuring
information before and during the emergency. In addition to information about the medication, it
is important to let people know about possible threatening agents. In a public health emergency,
it is very important that people are informed of the true nature of the threat. They need to know
the answers to questions like:

» How do I know if I have been exposed?

» What are the symptoms?

» Is the disease contagious? If so, what do I need to do to protect myself and my
family?

» What are the long-term implications?

Y our public health liaison will explain how this information will also be part of Summit County
Public Health’s public information campaign. They will also provide fact sheets to disseminate
to your staff. Samples are provided in the Information Sheet Tab.





Preparing Your Business for Public Health Emergencies

V. Developing a CPODS Plan

Now that you have a common understanding of point of dispensing site operations, it is time to develop
your CPODS plan. Your organization is most likely already engaged in continuity planning to ensure it
is prepared for disruptive events. It is likely you will have to activate various aspects of your continuity
plan when you establish your CPODS. The following information will provide key planning
considerations to develop actionable items to help you with this process.

PROTECT YOUR ASSETS — PREPARE YOUR STAFF MEMBERS

1) Ildentify staff within your organization that will assist with the planning and
preparation process and involve them early.

2) Appoint a planning committee. Consider including human resource personnel, continuity
managers, medical advisors, logistics specialists, security staff and your local public health
liaison.

3) Determine your dispensing population. Decide PLAN
whether you will accommodate employees’ families
in your preparedness effort, and identify beforehand ORGANIZE and STAFF
how you will define household, dependents or family.
Then determine how many total staff and family EQUIP
members will be served so that you will be able to
estimate the amount of medication needed at the time TRAIN
of a public health emergency. In some instances and
depending on the type of organization, you may want EXERCISE
to include contractors or clients in your dispensing
population.

ORGANIZE YOUR STAFF

Determine Staffing Needs. As you develop your staffing plan for the CPODS based on your
organizational structure, consider the following:

e Security needs and capabilities - Consider your current security resources and
capabilities to determine if additional security will be needed in an emergency to
protect your facility and staff. Staff members attending the CPODS will need to feel
safe to do so.





Preparing Your Business for Public Health Emergencies

CPODS Operations Staff — The number of staff volunteers needed to staff your
CPODS will be determined by a variety of factors such as the size of your dispensing
population, your desired throughput and the design of your CPODS floor plan. As a
CPODS you have the advantage of coordinating some functions prior to an
emergency. For example, if you disseminate the patient information forms online for
staff to download and complete prior to arriving at the CPODS, you will reduce the
number of staff needed to cover registration. If you provide an intense education
campaign about your involvement with public health and ensure your staff members
understand that if they are sick, they should report to a hospital or treatment facility
and not come to the CPODS, you will decrease the number of staff needed to conduct
the triage function.

Recruiting Staff — Mass dispensing operations rely heavily on volunteers. It is
important that you solicit volunteers within your organization to help staff your
CPODS. Summit County Public Health will look to your organization to meet the
necessary staffing requirements to support your throughput goals.





Preparing Your Business for Public Health Emergencies

PREPARE YOUR FACILITY - PREPARING YOUR FACILITY AHEAD OF TIME IS
ESSENTIAL

1) Identify a Dispensing Location. In order to dispense medications to a large number of
people in a relatively short time, you may need to identify ahead of time a particular
location (primary and alternate are recommended) that is capable of certain
accommodations. This area should be fairly large and open, preferably a large meeting
room or cafeteria. Some key factors to consider include:

Separate entrance and exit

Easily identifiable by all employees

Place to secure medications and supplies

Accommodations for people with disabilities

Accommodation of tables, chairs and large numbers of people

Moving people through the PODS in only one direction to avoid confusion
and crossovers

2) ldentify/Purchase/Store Necessary Supplies. A list of recommended supplies is
available in the Appendix Template.

3) Develop Your Procedures. The planning committee should develop procedures directly
related to CPODS operations, in collaboration with Summit County Public Health.
Procedures will need to be developed specifically related to the activation, set-up,
operation and deactivation of the dispensing site.

4) Determine How Medications Will Be Received. Your public health liaison will provide
insight on how your organization should prepare to obtain medication. Summit County
Public Health does not maintain the resources necessary to deliver medications to your
location; therefore, it will be your responsibility to provide means of pickup,
transportation, and delivery of medication to your facility. You will need to identify
individuals authorized to accept, sign for, and deliver materials to your facility and you
will need to provide that information to Summit County Public Health. Security
personnel should be on-hand at all times when the medications are on the premises and
while being transported. You should also plan for material handling equipment (MHE) to
assist with off-loading and moving medication into your facility. Additionally, your
public health liaison will provide training on how to track the inventory you receive and
dispense.





Preparing Your Business for Public Health Emergencies

5) Determine What to Do with Leftover Medication. It is possible that there will be some
medications left over after all of your staff and their family members have attended the
CPODS. Procedures should be developed to account for how medication will be returned
to Summit County Public Health.

6) Handling Emergencies. Include procedures for handling emergencies that could

potentially happen during the dispensing process, such as medical emergencies or
security breaches (call 911 or handle on site?).

PROVIDE EDUCATION/INFORMATION/TRAINING

Provide staff with as much information about dispensing site operations as possible. Much of this
can be done pre-event. A well-trained staff will be essential to ensure your designated population
receives medication in a timely manner, thereby promoting continuity of operations for your
organization and meeting public health’s dispensing time goal.

1. Education and Training Resources. Several education and training resources are
currently available for PODS operations. These include free online training at:

e University of Albany School of Public Health
Mass Dispensing: A Primer for Community Leaders
http://www.ualbanycphp.org/learning/default.cfm

e National Association of County and City Health Officials (NACCHO)-
CPODS Partners- http://closedpodpartners.org

2. Summit County Public Health will provide training and assistance on the following
topics:

Incidents that may require PODS activation
PODS activation and medication procurement
PODS design and throughput

PODS positions and responsibility
Demobilization and medication return



http://www.ualbanycphp.org/learning/default.cfm

http://closedpodpartners.org/



Preparing Your Business for Public Health Emergencies

EXERCISE YOUR PLAN
Exercising plans helps to identify any problems that can be rectified before an emergency occurs.

Consider conducting such exercises jointly with your local public health agency to further
strengthen your collaboration. We recommend conducting annual internal training for your
CPODS staff, specifically addressing the following three key areas:

e PODS activation
e Medication receipt and dispensing procedures
e PODS staff roles/responsibilities





Frequently Asked Questions

What is the purpose of a CPODS?

What are the requirements for becoming a
CPODS?

How much is it going to cost?

Will there be training provided?

When would we be asked to dispense
medications at our own facility?

Who operates the CPODS?

Will people be allowed to pick up
medications for their families?

To provide life saving preventative
medications to a designated population of
people and their family members during a
public health emergency.

In Summit County, most entities are
eligible to become a CPODS. To become a
CPODS the entity must sign the MOA and
develop an operational plan specific to the
entity with Summit County Public Health
assistance.

Medications and training are free of charge.

Yes. Summit County Public Health will
provide training in the areas of Incident
Command, PODS Activation, PODS Design
and Throughput, PODS Positions and
Position Responsibility, Demobilization and
Medication Return.

The only time Summit County Public Heatlh
would ask organizations to dispense
medications to staff and their families would
be if there is a great risk to the entire
population and preventive medications
needed to be taken immediately.

Staff members within your organization will
operate the CPODS.

In accordance with ODH guidance, staff
members may act as the head of household
and pickup medication for up to twenty
individuals if the appropriate NAPH forms
have been completed.





Frequently Asked Questions

How will medication be packaged?

Who needs to take the medication?

What about pets?

Is it possible that our organization will
need to operate a CPODS after-hours,
during the weekend, or on a holiday?

The medication will be packaged for
individual use and will be taken orally.
Appropriate dosage instructions will
accompany each bottle of medication.

Under this type of emergency, the entire
population within a community will need to
take the medication. This includes adults
and children. Appropriate dosage
instructions will accompany each bottle of
medication that is dispensed at the CPODS.

The medications provided at the CPODS are
for humans only. Staff members with pets
should contact their veterinarians for more
information about the risk to their pet and
any preventive measures they can take to
help protect the health of their pet.

Yes. Public health emergencies can occur at
any time. It is essential that your
organization be prepared to operate a
CPODS during non-working hours since
your staff members health will be at risk if
medications are delayed.





In Conclusion

Summit County Public Health would like to thank you for taking the time to review this
workbook to help you develop your CPODS plan.

By developing long-lasting relationships with the private sector, government agencies will be
more adept and prepared to respond to a potential public health emergency. We appreciate your

cooperation.
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Sample Job Action Sheets

Position Assignment:  Closed POD Manager

Staff Name:

Mission: Coordinate the CLOSED POD effort at your agency.

Get Ready

000000

Read this entire Job Aid

Receive notification that your Closed POD is activated (via email/phone/website)

Obtain contact information for the public health point of contact supporting your organization, if not already known.
Review your Closed POD Dispensing Plan

Inform that the Closed POD is activated and assign tasks

Provide orientation and position training to those assisting the dispensing effort

Prepare the site according to Closed POD Dispensing Plan

Communicate to your staff that you will be dispensing medications (as specified in the Closed POD Dispensing Plan)
at (designated time / date).

Get Medications

Q

Send an authorized staff member to (medication pick up / delivery site) identified by
public health to receive medications for Closed POD operations. Lock medication in secure location away from
extreme heat or cold. Record (inventory) the medication received for record keeping purposes.

Dispense the Medications

(I I IO Wy WOy WOy

Dispense medication to Closed POD staff first

Open Closed POD at designated time / date

Monitor dispensing of medications

Ensure appropriate screening and drug dispensing

Ensure distribution of drug information sheets

Request additional medications from the public health point of contact (if applicable)

Update your public health point of contact periodically with Closed POD status (i.e. throughput numbers, medication
inventory levels, Closed POD closing time)

When Finished

(I I W Wy

Brief replacement as necessary

Return all unused medication to public health point of contact via agreed upon method
Submit documentation to the public health point of contact via agreed upon method

If applicable, tear down the Closed POD site

Dismiss staff





Sample Job Action Sheets

Position assignment:  Triage Supervisor

You report to: Closed POD Manager

Staff name:

Mission: To assess client’s suitability to enter Closed POD.

Get Ready

cooooood

Read this entire Job Action Sheet

Receive assignment, orientation and position training from Closed POD Manager
Familiarize self with Closed POD layout.

Supervise the Triage Personnel

Assist in constructing Closed POD

If applicable, make copies of Triage forms & questions

Set up station with Triage forms, clipboards, and pens

Receive medication for self (and family), Closed POD staff before dispensing to others

Dispense the Medications

Q

o000 o

Greet clients before they enter and assess client suitability to enter Closed POD by asking the following questions:
Are you currently sick or experiencing any of the following:
— Fever or chills
— Respiratory Symptoms (Cough, Sore Throat, Chest Pain, Shortness of Breath)
— New skin Lesions (blisters, skin ulcers, black lesions)
— Nausea or Vomiting
— Bloody stool or bloody diarrhea

If the client answers YES to any of the above, direct them to go to their primary care provider or the nearest
hospital.

Maintain a record of the names and number of client’s referred to primary care provider or hospital for further care.
Direct clients to Greeting

Maintain adequate supply levels

Provide routine reports to the Closed POD Manager

Report disruptive client behavior to the Closed POD Manager and/or Security if applicable

Perform other duties as assigned by the Closed POD Manager

When Finished

COo000

Brief replacement as necessary

Return all materials to the Closed POD Manager

Tear down station, as directed by the Closed POD Manager
Participate in after-action meetings, as directed

Sign-out when dismissed

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
CLOSED POD MANAGER IMMEDIATELY





Sample Job Action Sheets

Position assignment:  Triage Personnel

You report to: Triage Supervisor

Staff name:

Mission: To assess client’s suitability to enter POD.

Get Ready

COo00000

Read this entire Job Action Sheet

Receive assignment, orientation and position training from Closed POD Manager
Familiarize self with Closed POD layout

Assist in constructing Closed POD

If applicable, make copies Triage forms & questions

Set up station with Triage forms

Receive medication for self (and family) before dispensing to others

Dispense the Medications

Q

Co0o0opoo

Greet clients before they enter and assess client suitability to enter Closed POD by asking the following questions:
Are you currently sick or experiencing any of the following:
— Fever or chills
— Respiratory Symptoms (Cough, Sore Throat, Chest Pain, Shortness of Breath)
— New skin Lesions (blisters, skin ulcers, black lesions)
— Nausea or Vomiting
— Bloody stool or bloody diarrhea

If the client answers YES to any of the above direct them to go to their primary care provider or the nearest
hospital.

Maintain a record of the names and number of client’s referred to primary care provider or hospital for further care.
Direct clients to Greeting

Maintain adequate supply levels

Provide routine reports to your Closed POD Supervisor

Report disruptive client behavior to your Closed POD Supervisor

Performs other duties as assigned by your Closed POD Supervisor

When Finished

COo000

Brief replacement as necessary

Return all materials to your Closed POD Supervisor

Tear down station, as directed by your Closed POD Supervisor
Participate in after-action meetings, as directed

Sign-out when dismissed

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
CLOSED POD SUPERVISOR IMMEDIATELY





Sample Job Action Sheets

Position assignment:  Greeter/Educator Supervisor

You report to: Closed POD Manager

Staff name:

Mission: To answer guestions and education clients as appropriate for the event.
Get Ready

U Read this entire Job Action Sheet

U Receive assignment, orientation and position training from Closed POD Manager

O Familiarize self with Closed POD layout, especially noting restrooms, emergency exits and flow patterns
O Supervise the Greeter / Educator Personnel

O Assist in constructing Closed POD

O If applicable, make copies of medical screening forms and drug information sheets

O Set up station with medical screening forms, clipboards, pens and drug information sheets
U Receive medication for self (and family), Closed POD staff before dispensing to others

Dispense the Medications

Greet clients as they enter and provide necessary forms — in addition to medical screening forms, consider distributing
the patient education and information forms also.

Answer client questions within scope of training and qualifications

Direct clients to Screening

Maintain adequate supply levels

Provide routine reports to the Closed POD Manager

Report disruptive client behavior to the Closed POD Manager

Performs other duties as assigned by the Closed POD Manager

ooodododo ©

When Finished

Brief replacement as necessary

Return all materials to the Closed POD Manager

Tear down station, as directed by the Closed POD Manager
Participate in after-action meetings, as directed

Sign-out when dismissed

coooo

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
CLOSED POD MANAGER IMMEDIATELY





Sample Job Action Sheets

Position assignment:  Greeter/Educator Personnel

You report to: Greeter/Educator Supervisor
Staff name:
Mission: To answer gquestions and education clients as appropriate for the event.

Get Ready

U Read this entire Job Action Sheet

U Receive assignment, orientation and position training from Closed POD Manager

O Familiarize self with Closed POD layout, especially noting restrooms, emergency exits and flow patterns
O Assist in constructing Closed POD

Q If applicable, make copies of medical screening forms and drug information sheets

O Set up station with medical screening forms, clipboards, pens and drug information sheets

O Receive medication for self (and family) before dispensing to others

Dispense the Medications

codooo O

Greet clients as they enter and provide necessary forms — in addition to medical screening forms, consider distributing

the patient education and information forms also.

Answer client questions within scope of training and qualifications
Direct clients to Screening

Maintain adequate supply levels

Provide routine reports to your Closed POD Supervisor

Report disruptive client behavior to your Closed POD Supervisor
Performs other duties as assigned by your Closed POD Supervisor

When Finished

o000

Brief replacement as necessary

Return all materials to your Closed POD Supervisor

Tear down station, as directed by your Closed POD Supervisor
Participate in after-action meetings, as directed

Sign-out when dismissed

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
CLOSED POD SUPERVISOR IMMEDIATELY





Sample Job Action Sheets

Position Assignment:  Screener Supervisor

Your Report To: Closed POD Manager

Staff Name:

Mission: Conduct initial screening or medical screening for contraindications

Get Ready

o000 odo

Read this entire Job Action Sheet

Receive assignment, orientation and position training from Closed POD Manager
Supervise Screener Personnel

Familiarize self with screening forms

Assist in constructing Closed POD

Set up station with required materials

Receive medication for self (and family) before dispensing to others

Dispense the Medication

Q
Q

Q

Review client medical screening form

Scan medical screening form for contraindication if a “yes” answer is answered on any portion of the form, direct to
Medical Screening / Evaluation; otherwise direct to Dispensing

Direct clients with medical questions that cannot be answered within the scope of your training to Medical Screening /
Evaluation Personnel

When Finished

coodoo

Brief replacement as necessary

Return all materials to your Closed POD Manager

Tear down station, as directed by Closed POD Manager
Participate in after-action meetings, as directed
Sign-out if dismissed

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
CLOSED POD MANAGER IMMEDIATELY





Sample Job Action Sheets

Position Assignment:  Screener Personnel

You Report To: Screening Supervisor

Staff Name:

Mission: Conduct initial screening or medical screening for contraindications

Get Ready

o000 o

Read this entire Job Action Sheet

Familiarize self with screening forms

Assist in constructing Closed POD

Set up station with required materials

Receive medication for self (and family) before dispensing to others

Dispense the Medication

Q
Q

Q

Review client medical screening form

Scan medical screening form for contraindication if a “yes” answer is answered on any portion of the form, direct to
Medical Screening / Evaluation; otherwise direct to Dispensing

Direct clients with medical questions that cannot be answered within the scope of your training to Medical Screening /
Evaluation Personnel

Follow up

o000

Brief replacement as necessary

Return all materials to your Screening Supervisor

Tear down station, as directed by Screening Supervisor
Participate in after-action meetings, as directed
Sign-out if dismissed

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
SCREENING SUPERVISOR IMMEDIATELY





Sample Job Action Sheets

Position Assignment:  Medical Screening / Evaluation Supervisor

You Report To: Closed POD Manager

Staff Name:

Mission: Assess contraindications and determine appropriate medication.
Get Ready

U Read this entire Job Action Sheet

U Receive assignment, orientation, and position training from Closed POD Manager
U Familiarize self with screening forms and medical information sheets

U Supervise Medical Screening / Evaluation Personnel

O Assist in constructing Closed POD

O Set up station with required materials

O Receive medication for self and family first before dispensing to others; take first dose

Dispense the Medications

O Review client medical screening form for contraindications
O Determine appropriate medication based on algorithms and annotate on medical screening form
U Direct client to Dispensing with form

When Finished

Brief replacement as necessary

Return all materials to the Closed POD Manager

Tear down station, as directed by the Closed POD Manager
Participate in after-action meetings, as directed

Sign-out if dismissed

o000

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
CLOSED POD MANAGER IMMEDIATELY





Sample Job Action Sheets

Position Assignment:  Medical Screening / Evaluation Personnel

You Report To: Medical Screening / Evaluation Supervisor

Staff Name:

Mission: Assess contraindications and determine appropriate medication.
Get Ready

U Read this entire Job Action Sheet

U Receive assignment, orientation, and position training from Closed POD Manager

U Familiarize self with screening forms and medical information sheets

O Assist in constructing Closed POD

O Set up station with required materials

O Receive medication for self and family first before dispensing to others; take first dose

Dispense the Medications

U Review client medical screening form for contraindications
U Determine appropriate medication based on algorithms and annotate on medical screening form
U Direct client to Dispensing with form

When Finished

Brief replacement as necessary

Return all materials to the Medical Screener / Evaluation Supervisor

Tear down station, as directed by the Medical Screener / Evaluation Supervisor
Participate in after-action meetings, as directed

Sign-out if dismissed

coooo

IF YOU ENCOUNTER A PROBLEM, CONTACT YOUR
MEDICAL SCREENER / EVALUATION SUPERVISOR IMMEDIATELY





Sample Job Action Sheets

Position assignment:  Dispenser Supervisor

You report to: Closed POD Manager

Staff name:

Mission: Dispense appropriate medication

Get Ready

Read this entire Job Action Sheet

Receive assignment, orientation, and position training from Closed POD Manager
Familiarize self with screening and dispensing process (including algorithms)
Supervise Dispensing Personnel

Assist in construction Closed POD

Set up station with required materials

Receive medication for self (and family) first before dispensing to others

o000 00o

Dispense the Medications

Assure that each client completes a medical screening form

Weigh children as needed and note weight on medical screening form (delete if not required)

Review form for contraindications. If no contraindications, dispense as directed. If contraindications exist, follow
algorithms for dispensing

Remove / Record lot # labels from pill bottles or label sheet. Put / Write on clinic medical screening form and on
their drug information sheet

Fill out information on prescription label and adhere to pill bottle or to drug information sheet.

Dispense appropriate medication and record medication dispensed on medical screening form, initial medical
screening form and retain form

Remind client to complete the entire dosing regimen

Provide dispensing status updates to your Closed POD Manager as required

o0 00 O Ooo

When Finished

Return all materials to Closed POD Manager, including medical screening forms and any unused medication
Brief replacement as necessary

Tear down station, as directed by the Closed POD Manager

Participate in after-action meetings, as directed

Sign-out if dismissed

ooooo

IF YOU ENCOUNTER A PROBLEM WHILE DISPENSING, CONTACT YOUR
CLOSED POD MANAGER IMMEDIATELY





Sample Job Action Sheets

Position assignment:  Dispenser Personnel

You report to: Dispensing Supervisor

Staff name:

Mission: Dispense appropriate medication

Get Ready

COo0000

Read this entire Job Action Sheet

Receive assignment, orientation, and position training from Closed POD Manager
Familiarize self with screening and dispensing process (including algorithms)
Assist in construction Closed POD

Set up station with required materials

Receive medication for self (and family) before dispensing to others

Dispense the Medications

o0 OO0 O Ooo

Assure that each client completes a medical screening form

Weigh children as needed and note weight on medical screening form (delete if not required)

Review form for contraindications. If no contraindications, dispense as directed. If contraindications exist, follow
algorithms for dispensing

Remove / Record lot # labels from pill bottles or label sheet. Put / Write on clinic medical screening form and on
their drug information sheet

Fill out information on prescription label and adhere to pill bottle or to drug information sheet.

Dispense appropriate medication and record medication dispensed on medical screening form, initial medical
screening form and retain form

Remind client to complete the entire dosing regimen

Provide dispensing status updates to your Closed POD Manager as required

When Finished

ooooo

Return all materials to Dispensing Supervisor, including medical screening forms and any unused medication
Brief replacement as necessary

Tear down station, as directed by Dispensing Supervisor

Participate in after-action meetings, as directed

Sign-out if dismissed

IF YOU ENCOUNTER A PROBLEM WHILE DISPENSING, CONTACT YOUR
DISPENSING SUPERVISOR IMMEDIATELY
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Entrance

Entrada

Bontu
Pi Vao
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Prohibited

* Photography * Smoking
* Weapons * Alcohol
* Video or sound recording

* Pets (service animals allowed)





Anthrax
Symptoms

If you have recently developed the following
symptoms, go to the hospital now:

* Fever  Weakness

* Cough * Difficulty Breathing
* Headache * Chest Discomfort

* Chills
_





Medication
Center

* Free medicine —

large supply
* We are here fo help

* Four simple steps






I
Four Simple Steps

. Fill Qut Form

2. Show Form

3. Pick Up Medicine
4. Turn In Form & Exit





Step 1:
Fill Out

Form

Llene el formulario
3anonHute cpopmy
Pién Pon

IEREISY S






Step 2:
Show
Form

Muestre el formulario

[Tloka)kute chopmy
Trinh Don

PHTIN 2 1%

o sy sl s





Pick Up
Medicine

Recoja el medicamento

[lonyuunTe neKkapcTBoO
Lanh Thuodc

e <

‘3 s v s <





Steprd:

Turn In Form
& Exit

Entregue el formulario y salga
BepHute chopmy u yxogure
Nop Pon & Pi Ra

WRAZ A IR HY

spoatil, § miba, s B b





Thank you for
your cooperation

* Read and follow your
medication handout.

* Reqularly check for updates
(radio, TV, newspapers, Internet).

® Call area hotlines for more
information.





&use Wait

Por favor espere
Npocbba nogoxpaTtb
Xin Vui Long Chd

oE = e
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First Aid

Primeros auxilios

[lepBaA nomMoLLb
So Cuu





No Entfrance

No entrar
Khéng Bugc Vao

S FAX

Hindi Pasukan

S paniah, Wl resrvas, Korsan, sned Tagesion





& Exit

No es una salida
HeT BbiXxoaa

Khdng Phai Li Ra
:H l_—I
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OHIO DEPARTMENT OF HEALTH

246 North High Street 614/466-3543
r.ﬁ|x§r|]}\|gq r)h‘l'rﬂ 43218 : - G waaeodbh.ohic gn\ e
John R. Kasich / Governor Theodore E. Wymyslo, M.D. / Director of Health

In Re: Ohio Department of Health Standing Medical Order/Protocol for Ohio Local Health
Departments: Prophylactic Use of Antibiotics and Vaccination

Director’s Journal Entry

Recognizing the authority of the United States Food and Drug Administration (FDA) to promulgate an
Emergency Use Authorization (EUA) as to the use of antibiotics and vaccine in the Strategic National Stockpile
(SNS), in accordance with Ohio Revised Code 3701.13, this standing order for preventing the spread of
contagious or infectious diseases is directed to the health officers of Ohio local health departments to establish
mass clinics with approved protocols for the rapid and appropriate dispensing and administration of
prophylactic antibiotics to persons with known or suspected exposure to Bacillus anthracis for the prevention of
anthrax disease; Yersinia pestis for the prevention of plague; or Francisella tularensis for the prevention of
tularemia; and for the rapid administration of vaccine to persons with known or suspected exposure to Bacillus
anthracis for the prevention of anthrax disease.

This medical order does not cover treatment of persons with known or suspected disease from the bioterrorism
agents Bacillus anthracis, Yersinia pestis, or Francisella tularensis. Such persons must be under the care of a
physician and public health authorities. All persons with known or suspected disease must be reported
immediately to the Ohio local health jurisdiction in which the person resides.

I order public health staff employed in or anyone volunteering for a nationally, state, or locally declared
emergency involving the public’s health as contemplated and set forth in this medically informed standing
public health order to directly, or by delegation and supervision, dispense antibiotic medications herein
prescribed by me, to individuals and members of their households, in order to protect against infection by the
bioterrorism agents Bacillus anthracis, Yersinia pestis, or Francisella tularensis.

If the licensed anthrax vaccine adsorbed (AVA) is made available for use under an Emergency Use
Authorization and the Centers for Disease Control and Prevention (CDC) releases the vaccine to Ohio for post-
exposure prophylaxis, I order public health staff employed in or anyone volunteering for a nationally, state, or
locally declared emergency involving the public’s health as contemplated and set forth in this medically
informed standing public health order to directly, or by delegation and supervision, vaccinate individuals in
order to protect them against infection by the bioterrorism agent Bacillus

HEA 6413 2/11 An Faual Opportunity Emplover/Provider





anthracis. This order is not in effect if the CDC does not release the vaccine for use in a mass vaccination

setting or the AVA 1s released under an Investigation New Drug protocol.
Journal Entry: Standing Order on Prophylactic Use of antibiotics Page 2 of 2

All medications are prescribed, and must be dispensed in accordance with the national prophylactic
treatment recommendations and within the stated restrictions and guidelines of the CDC’s Division of
Strategic National Stockpile (SNS) Program. When a mass dispensing site is activated and operational in
Ohio in response to a public health event involving anthrax, plague or tularemia, one of the following
post-exposure prophylaxis dispensing orders/algorithms must be followed:

1. Bacillus anthracis Dispensing Orders and Vaccination Recommendations

2. Yersinia pestis Dispensing Orders

3. Francisella tularensis Dispensing Orders

Review of this order, and agency policies and procedures related to carrying out this order, will occur at
least once a year. This medical protocol will terminate one year from the date of when it was signed.

Yo 4/Wtr s s/t z

/ 4
Theodore E Wymyslo, X«g Director Date
Ohio Department of Health

I hereby certify this to be a true and correct copy of the Order to Journal Entry of the Ohio Director of
Health.

s/ifrorr Tiind], . (2hoam=

Date Custodian of the Director’s Journals
Ohio Department of Health






Recommended initial antimicrobial agent and anthrax vaccine adsorbed (AVA)

dosages for postexposure prophylaxis (PEP) after exposure to aerosolized
Bacillus anthracis spores

TABLE 1
Population Antimicrobials for 60-day* PEP AVA dosage and routet,eo
Adults One of the following for 60 days: 3-dose subcutaneous {SC)

(2 18 years)

Doxycycline, 100mg orally twice daily for 60 days
or

Ciprofloxacin,§ 500mg orally twice daily for 60
days

series: first dose
administered as soon as
possible, second and third
doses administered 2 and 4
weeks after the first dose

Children
(<18 years)tt

One of the following for 60 days:
Doxycycline, t1.99 (maximum of 100 mg/dose)
¢ >8years and >45 kg: 100 mg every 12
hours for 60 days
e >8years and 45 kg: 2.2 mg/kg every 12
hours for 60 days
e <8years: 2.2 mg/kg every 12 hours for 60
days
or
Ciprofloxacin,§.11.§§ 15 mg/kg every 12 hours
for 60 days

If isolate is proved susceptible:

Amoxicillin ,**.*** 45 mg/kg/day orally divided
into 3 daily doses given every 8 hours for 60 days;
each dose should not exceed 500 mg

Recommendations for use of
AVA in children are made on
an event-by-event basis

Pregnant
womentj

One of the following for 60 days:
Doxycycline, 100 mg orally twice daily for 60 days
or
Ciprofloxacin, 500 mg orally twice daily for 60 days

Alternate choice (if isolate is proved susceptible):
Amoxicillin,** 500 mg every 4 hours for 60 days

3-dose SC series; first dose
administered as soon as
possible, second and third
doses administered 2 and 4
weeks after the first dose

Table 1 was adapted from CDC recommendations. Use of Anthrax Vaccine in the United States:
Recommendations of the Advisory Committee on Immunization Practices (ACIP), 2009; Morbidity and
Mortality Weekly Report (MMWR), 59(RR6); July 23, 2010.

Antimicrobials should continue for 14 days after administration of the third dose of vaccine.

~

AVA used for PEP must be administered subcutaneously.

e= Data on the safety of AVA are only available for persons aged 18-65 years; no information is
available on the safety of this vaccine in children or older adults (>65 years).

§ Levofloxacin is a second-line antimicrobial agent for PEP for persons aged 26 months with medical
issues (e.g. tolerance or resistance to ciprofloxacin) that indicate its use. Children: 16 mg/kg/day
divided every 12 hours; each dose should not exceed 250 mg. Adults: 500 mg every 24 hours. Safety






data on extended use of levofloxacin in any populatlon for >28 days are Itmlted therefore,

* %

tt

8§
11

n:vunu;\a\,nt r i y

The antimicrobial of choice for initial prophylactlc therapy among pregnant women is ciprofloxacin.
Doxycycline should be used with caution in asymptomatic pregnant women and only when other
appropriate antimicrobial drugs are contraindicated. Although tetracyclines are not recommended
during pregnancy, their use might be indicated for life-threatening iliness.

If susceptibility testing demonstrates an amoxicillin MIC £0.125 pg/mt, oral amoxicillin should be
used to complete therapy.

Use of tetracyclines and fluoroquinolones in children can have adverse effects. These effects must
be weighed carefully against the risk for developing life-threatening disease. If exposure to B.
anthracis is confirmed, children may be treated initially with ciprofloxacin or doxycycline as
prophylaxis. However, amoxicillin is preferred for antimicrobial PEP in children when susceptibility
testing indicates that the B. anthracis isolate is susceptible to penicillins.

Each ciprofloxacin dose should not exceed 500 mg, or 1 g/day.

In 1991, the American Academy of Pediatrics (AAP) amended the recommendation to allow
treatment of young children with tetracyclines for serious infections such as Rocky Mountain
spotted fever for which doxycycline might be indicated. Doxycycline is preferred for its twice daily
dosage and low incidence of gastrointestinal side effects.

*** Because of the lack of data on amoxicillin dosages for treating anthrax (and the associated high

mortality rate), AAP recommends a higher dosage of 80 mg/kg/day, divided into 3 daily doses; each
dose should not exceed 500 mg. If this higher dosage of amoxicillin is used, recipients should be
carefully monitored for side effects from long-term treatment.





Prescribed Post-exposure Prophylaxis for Pneumonic Plague®

TABLE 2

Patient Category Recommended Therapy

Adults Preferred choices:

Doxycycline, 100 mg orally twice daily for seven days

IF adult is allergic to doxycycline, THEN

Ciprofloxacin, 500 mg orally twice daily for seven days €

Children Preferred choices:
Doxycycline
e Ifchild’s weight is 245 kg, give adult dosage (100 mg orally twice
daily) for seven days
e [f child’s weight is <45 kg, give 2.2 mg/kg orally twice daily for
seven days (maximum daily dose of 200 mg)
If child is allergic to doxycycline, THEN
Ciprofloxacin, 20 mg/kg twice daily for seven days €

Pregnant women and Preferred choices:

breastfeeding mothers Ciprofloxacin, 500 mg orally twice daily for seven days €
if individual is allergic to Ciprofloxacin THEN,
Doxycycline, 100 mg orally twice daily for seven days #

Table 2 adapted from: Inglesby TV, Dennis DT, Henderson DA, et al. Plague as a Biological
Weapon: Medical and Public Health Management, JAMA 2000; 283:2281-90.

¥ Recommendations were reached by consensus of the Working Group on Civilian Biodefense and
may not necessarily be approved by the FDA.

¥ Although fetal toxicity may occur with doxycycline use and toxic effects on the liver in pregnancy
have been noted with the tetracycline class, the Working Group on Civilian Biodefense recommend
doxycycline or ciprofloxacin for post-exposure prophylaxis of pregnant women.

€ Other fluoroquinolones may be substituted at doses appropriate for age. Ofloxacin (and possibly
other quinolones) may be acceptable alternatives to ciprofloxacin or levofloxacin; however, they are
not approved for use in children. Each ciprofloxacin dose should not exceed 500 mg and maximum
daily dosage for ciprofloxacin should not exceed 1 g.






Prescribed Post-exposure Prophylaxis for Tularemia

Table 3

Patient Category Recommended Therapy +
Adults (including Preferred choices:
pregnant women) Doxycycline, 100 mg orally twice daily for 14 days €

IF adult is allergic to doxycycline, THEN

Ciprofloxacin, 500 mg orally twice daily for 14 days
Children Preferred choices:

Doxycycline

e If child’s weight is 245 kg, give adult dosage (100 mg orally twice daily)
for 14 days

e [fchild’s weight is <45 kg, give 2.2 mg/kg orally twice daily for 14 days
(maximum daily dose of 200 mg)
if child is allergic to doxycycline, THEN
Ciprofloxacin, 20 mg/kg twice daily for 14 days §

Table 2 adapted from the following reference for the recommended therapy information for adults:
Dennis DT, Inglesby TV, Henderson DA, et al. Tularemia as a Biological Weapon: medical and public
health management. JAMA 2001; 285(21): 2763-2773. Table 3 adapted from the following reference for
the recommended therapy information for children: A National Consensus Conference for “Pediatric
Preparedness for Disasters and Terrorism”, March 2007, convened by the Mailman School of Public
Health at Columbia University: http://www.ncdp.mailman.columbia.edu/files/peds2 .pdf.

¥ Recommendations were reached by consensus of the Working Group on Civilian Biodefense and may
not necessarily be approved by the United States Food and Drug Administration.

€ Although fetal toxicity may occur with doxycycline use, the Working Group on Civilian Biodefense
recommended doxycycline or ciprofloxacin for post-exposure prophylaxis of pregnant women.

§ Other fluoroquinolones may be substituted at doses appropriate for age. Ofloxacin (and possibly
other quinolones) may be acceptable alternatives to ciprofloxacin or levofloxacin; however, they are
not approved for use in children. Each ciprofloxacin dose should not exceed 500 mg and maximum
daily dosage for ciprofloxacin should not exceed 1 g.






Contraindications and Precautions:

Please refer to medication and vaccine package inserts for information regarding contraindications and
precautions.

Persons taking other medications, including those sold over-the-counter, should check with their
healthcare provider or pharmacist regarding possible medication interactions and whether any of the
medications need dosage adjustments.
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Generic Names of Doxycycline, Ciprofloxacin, and
AmoxicillinDOXYCYCLINE / TETRACYCLINE

Achromycin Minocin
Adoxa Minocycline
Arestin Monodox
Atridox Myrac
Declomycin Oracea
Demeclocycline Periodox
Doryx Solodyn
Doxy Sumycin
Doxycycline Tetracycline
Dynacin Tigecycline
Tygacil
Vibramycin
Vibra-tabs
Avelox Maxaquin
Cinobac Moxifloxacin HCL
Cinoxacin Nalidixic Acid
Cipro NegGram
Ciprofloxacin Norfloxacin
Factive Noroxin
Floxin Ofloxacin
Gemifloxacin Mesylate Proquin XR
Levaquin Sparfloxacin
Levofloxacin Trovafloxacin/Alatrofloxacin Mesylate
Lomefloxacin HCL Trovan
Zagam
Amoclan Cefotan Keflex Tazicef
Amoxicillin Cefotaxime Maxipime Tazidime
Amoxicillin/Clavulanate Cefotetan Mefoxin Tazocin
Amoxil Cefoxitin Moxatag Ticar
Ampicillin Cefpodoxime Nafcil Ticarcillin
Ampicillin/Sulbactam Cefprozil Nafcillin Ticarcillin/Clavulanate
Augmentin Ceftazidime Omnicef Timentin
Bactocill Ceftibuten Oxacillin Trimox
Bicillin CR Ceftin Pen VK Unasyn
Bicillin LA Ceftizoxime Pencillin G Vantin
Carbenicillin Indanyl Sodium | Ceftriaxone Penicillin V Veetids
Ceclor Cefuroxime Permapen Wycillin
Cedax Cefzil PfizerPen Zinacef
Cefaclor Cephalexin Piperacillin Zosyn
Cefadroxil Cephazolin Piperacillin/Tazobactam
Cefazolin Ceptaz Pipracil
Cefdinir Claforan Principen
Cefditoren Pivoxil Diclox Raniclor
Cefepime HCL Dicloxacillin Rocephin
Cefixime DisperMox Spectracef
Cefizox Duricef Suprax
Cefobid Fortaz
Cefoperazone Geaocillin






Sample Information Sheets Anthrax What you Need to Know

FACT SHEET

Anthrax: What You Need To Know

What Is Anthrax?

Anthrax is a serious disease caused by Bacillus anthracis, a bacterium that forms spores. A bacterium is
a very small organism made up of one cell. Many bacteria can cause disease. A spore is a cell that is
dormant (asleep) but may come to life with the right conditions.

There are three types of anthrax:
+ skin (cutaneous)
+ lungs (inhalation)
+ digestive (gastrointestinal)

How Do You Get It?
Anthrax is not known to spread from one person to another.

Anthrax from animals. Humans can become infected with anthrax by handling products from infected
animals or by breathing in anthrax spores from infected animal products (like wool, for example). People
also can become infected with gastrointestinal anthrax by eating undercooked meat from infected animals.

Anthrax as a weapon. Anthrax also can be used as a weapon. This happened in the United States in
2001. Anthrax was deliberately spread through the postal system by sending letters with powder
containing anthrax. This caused 22 cases of anthrax infection.

How Dangerous Is Anthrax?
The Centers for Disease Control and Prevention classifies agents with recognized bioterrorism potential
into three priority areas (A, B and C). Anthrax is classified as a Category A agent. Category A agents are
those that:

+ pose the greatest possible threat for a bad effect on public health

+ may spread across a large area or need public awareness

+ need a great deal of planning to protect the public’s health

In most cases, early treatment with antibiotics can cure cutaneous anthrax. Even if untreated, 80 percent
of people who become infected with cutaneous anthrax do not die. Gastrointestinal anthrax is more
serious because between one-fourth and more than half of cases lead to death. Inhalation anthrax is much
more severe, In 2001, about half of the cases of inhalation anthrax ended in death.

What Are the Symptoms?
The symptoms {warning signs) of anthrax are different depending on the type of the disease:

¢+ Cutaneous: The first symptom is a small sore that develops into a blister. The blister then develops
into a skin ulcer with a black area in the center. The sore, blister and ulcer do not hurt.

» Gastrointestinal: The first symptoms are nausea, loss of appetite, bloody diarrhea, and fever,
followed by bad stomach pain.

Julx 31, 2003 Paﬁe 1of 2
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Sample Information Sheets Anthrax What you Need to Know

Anthrax: What You Need To Know
{continued from previous page)

+ Inhalation: The first symptoms of inhalation anthrax are like cold or flu symptoms and can include
a sore throat, mild fever and muscle aches. Later symptoms include cough, chest discomfort,
shortness of breath, tiredness and muscle aches. (Caution: Do not assume that just because a
person has cold or flu symptoms that they have inhalation anthrax.)

How Soon Do Infected People Get Sick?
Symptoms can appear within 7 days of coming in contact with the bacterium for all three types of anthrax.
For inhalation anthrax, symptoms can appear within 3 week or can take up to 42 days to appear.

How Is Anthrax Treated?
Antibiotics are used to treat all three types of anthrax. Early identification and treatment are impeortant.

Prevention after exposure. Treatment is different for a person who is exposed to anthrax, but is not yet
sick. Health-care providers will use antibictics {such as ciprofloxacin, levofloxacin, doxycycline, or
penicillin} combined with the anthrax vaccine to prevent anthrax infection.

Treatment after infection. Treatment is usuzally a 60-day course of antibiotics. Success depends on the
type of anthrax and how soon treatment begins.

Can Anthrax Be Prevented?

Vaccination. There is a vaccine to prevent anthrax, but it is not yet available for the general public.
Anyone who may be exposed to anthrax, including certain members of the U.S. armed forces, laboratory
workers, and workers who may enter or re-enter contaminated areas, may get the vaccine. Also, in the
event of an attack using anthrax as a weapon, people exposed would get the vaccine.

What Should I Do if I Think I Have Anthrax?
If you are showing symptoms of anthrax infection, call your health-care provider right away.

What Should I Do if I Think I Have Been Exposed to Anthrax?

Contact local law enforcement immediately if you think that you may have been exposed to anthrax. This
includes being exposed to a suspicious package or envelope that contains powder.

What Is CDC Doing To Prepare For a Possible Anthrax Attack?
CDC is working with state and local health authorities to prepare for an anthrax attack. Activities include:

« Developing plans and procedures to respond to an attack using anthrax.

* Training and equipping emergency response teams to help state and local governments control
infection, gather samples, and perform tests. Educating health-care providers, media, and the
general public about what to do in the event of an attack.

+ Working closely with health departments, veterinarians, and laboratories to watch for suspected
cases of anthrax. Developing a natienal electronic database to track potential cases of anthrax.

¢ Ensuring that there are enough safe laboratories for quickly testing of suspected anthrax cases.

+« Working with hospitals, laboratories, emergency response teams, and health-care providers to
mazake sure they have the supplies they need in case of an attack.

For more information, visit www.bt.cdc.gov/agent/anthrax,
or call CDC at 800-CDC-INFO (English and Spanish) or 888-232-6348 (TTY).
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Patient Information:

Ciprofloxacin 500-mg Oral Tablet
Ciprofloxacin Oral Suspension

Take this medicine as prescribed.
Ciprofloxacin, commonly known as cipro, belongs to a class of drugs called quinolone antibiotics. It has been approved
by the Food and Drug Administration (FDA) to treat and protect people who have been exposed to anthrax spores.

How to take cipro
ADULTS: Take 1 tablet every 12 hours as directed. CHILDREN: A childs dose depends on body weight. Give the
medicine to your child as directed by the doctor.

It is best to take cipro 2 hours before or after a meal with at least one large glass of water. However, if an upset
stomach occurs, cipro may be taken with food. Avoid dairy products such as milk and yogurt for at least 3 hours
before and after taking the medicine. If you take vitamins or antacids such as Tums or Maalox, take them 6 hours
before or 2 hours after taking cipro.

If you miss a dose, start again taking one tablet every 12 hours. Do not take 2 pills to make up for the missed dose.
Finish all your pills, even if you feel okay, unless your doctor tells you to stop. If you stop taking this medicine too
soon, you may become ill.

Side effects

Common side effects of cipro include an upset stomach, vomiting, diarrhea, fatigue, dizziness or headache. If you
have problems with any of these symptoms, tell your doctor. Less common side effects include pain in arms or legs,
changes in vision, restlessness, ringing in the ears, or mental changes. If any of these symptoms occur, call your
doctor right away.

Severe allergic reactions are very rare. Signs of an allergic reaction include rash, itching, swelling of the
tongue, hands or feet, fever, or trouble breathing. If any of these symptoms occur, call your doctor right away.

SPECIAL NOTE FOR CHILDREN: This medicine may cause joint problems in infants and children under 18 years
of age. If your child has any joint pain while he/she is taking cipro, tell your doctor.

Precautions
# Be sure to tell the doctor if you are allergic to any medicine

# It is very important to tell your doctor about ALL of the medicine you are currently taking even pills that were
bought at the store such as vitamins and antacids.

# Tell the doctor if you have ever had a seizure, stroke, or problems with your kidneys, joints or tendons, liver, or
vision. Report any history of unusual bleeding or bruising.

# If this drug makes you dizzy, use caution driving or doing tasks that require you to be alert. Avoid alcohol in
this case as it will make the dizziness worse.

# Cipro can make skin very sensitive to the sun which increases the chance of getting severe
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Patient Information

Ciprofloxacin
(continued from previous page)

sunburn. Avoid the sun as much as possible. When outside, wear a long sleeve shirt and hat and always apply
sunscreen (30 SPF)

# In women, cipro can cause vaginal itching and discharge commonly known as a yeast infection. Tell your doctor
if this happens.

# If you are pregnant or breastfeeding, tell your doctor.

# Safety of taking cipro during pregnancy is unknown. If you are pregnant or could become pregnant, tell your
doctor. Also, if you are breastfeeding, tell your doctor.

# Cipro can increase the effects of caffeine and theophylline (a medicine).

If you have questions about side effects or problems from the antibiotics, please call the Enrolled
Participant Hotline at 1-800-XXX-XXXX.

For more information, visit www.bt.cdc.gov/agent/anthrax, or call the CDC public response hotline at
(888) 246-2675 (English), (888) 246-2857 (espafiol), or (866) 874-2646 (TTY).
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Patient Information:
Doxycycline 100-mg Oral Tablet
Doxycycline Oral Suspension

Take this medicine as prescribed.
Doxycycline belongs to a class of drugs called tetracycline antibiotics. It is approved by the Food and Drug
Administration (FDA) to treat and protect people who have been exposed to anthrax spores.

How to take doxycycline
ADULTS: Take 1 tablet every 12 hours as directed.
CHILDREN: A childs dose depends on body weight. Give the medicine to your child as directed by the doctor.

Take doxycycline with food and least one full glass of water. Avoid taking antacids (like Tums or Maalox),
cholestyramine (Questran), colestipol (Colestid), dairy products (like milk or yogurt) or vitamins 3 hours before or
after taking doxycycline.

If you miss a dose, start again taking 1 pill every 12 hours. Do not take 2 pills to make up for the missed dose. Finish
all your pills, even if you feel okay, unless your doctor tells you to stop. If you stop this medication too soon, you may
become ill.

Side effects

Common side effects of doxycycline include an upset stomach, vomiting, or diarrhea. If you have problems with any of
these symptoms, tell your doctor. Less common side effects include dark urine, yellowing of the eyes or skin, sore
throat, fever, unusual bleeding or bruising, fatigue, white patches in the mouth. If any of these symptoms occur, call
your doctor right away.

Allergic reactions are rare. Signs of an allergic reaction are rash, itching, swelling of the tongue, hands or feet, fever,
and trouble breathing. If any of these symptoms occur, call you doctor right away.

SPECIAL NOTE FOR CHILDREN: This medicine may cause staining of the teeth in children younger than 8 years
old. This means that their teeth can become grayish in color and this color does not go away. This medicine can also
cause bone growth delay in premature infants but this side effect goes away after the medicine is finished.

SPECIAL NOTE FOR PREGNANT WOMEN: There is little data about side effects from the use of this drug
during pregnancy. If the mother of an unborn baby takes doxycycline, staining of baby teeth or poor bone
development can result. There is a remote chance of severe liver disease in some pregnant women.

Precautions

# Be sure to tell the doctor if you are allergic to any medicine.

# It is very important to tell the doctor the names of ALL medicines that you are currently taking even pills
bought at the store such as vitamins and antacids.

# Doxycycline can make skin very sensitive to the sun which increases the chance of getting severe
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Patient Information: Doxycycline
(continued from previous page)

sunburn. Avoid the sun as much as possible. When outside, wear a long sleeve shirt and hat and always apply
sunscreen (30 SPF).

# Birth control pills may not work as well when taking this medication. Be sure to use condoms or another form of
birth control until you are finished the entire course of treatment. If you are pregnant or breastfeeding, tell
your doctor.

# In women, doxycycline can cause vaginal itching and discharge commonly known as a yeast infection. Tell your
doctor if this happens.

# Tell the doctor if you have ever had problems with your liver or kidneys, or if you have frequent heartburn.

If you have questions about side effects or problems from the antibiotics, please call the Enrolled Participant Hotline at
1-800-XXX-XXXX.

For more information, visit www.bt.cdc.gov/agent/anthrax, or call the CDC public response hotline at (888) 246-2675
(English), (888) 246-2857 (espafiol), or (866) 874-2646 (TTY).
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FACT SHEET
Facts about Pneumonic Plague

Plague is an infectious disease that affects animals and humans. It is caused by the bacterium Yersinia pestis. This bacterium is
found in rodents and their fleas and occurs in many areas of the world, including the United States. Y. pestis is easily destroyed
by sunlight and drying. Even so, when released into air, the bacterium will survive for up to one hour, although this could vary
depending on conditions.

Pneumonic plague is one of several forms of plague. Depending on circumstances, these forms may occur separately or in
combination:

» Pneumonic plague occurs when Y. pestis infects the lungs. This type of plague can spread from person to person through
the air. Transmission can take place if someone breathes in aerosolized bacteria, which could happen in a bioterrorist
attack. Pneumonic plague is also spread by breathing in Y. pestis suspended in respiratory droplets from a person (or
animal) with pneumonic plague. Becoming infected in this way usually requires direct and close contact with the ill
person or animal. Pneumonic plague may also occur if a person with bubonic or septicemic plague is untreated and the
bacteria spread to the lungs.

* Bubonic plague is the most common form of plague. This occurs when an infected flea bites a person or when materials
contaminated with Y. pestis enter through a break in a person's skin. Patients develop swollen, tender lymph glands
(called buboes) and fever, headache, chills, and weakness. Bubonic plague does not spread from person to person.

« Septicemic plague occurs when plague bacteria multiply in the blood. It can be a complication of pneumonic or bubonic
plague or it can occur by itself. When it occurs alone, it is caused in the same ways as bubonic plague; however, buboes
do not develop. Patients have fever, chills, prostration, abdominal pain, shock, and bleeding into skin and other organs.
Septicemic plague does not spread from person to person.

Symptoms and Treatment

With pneumonic plague, the first signs of illness are fever, headache, weakness, and rapidly developing pneumonia with
shortness of breath, chest pain, cough, and sometimes bloody or watery sputum. The pneumonia progresses for 2 to 4 days and
may cause respiratory failure and shock. Without early treatment, patients may die.

Early treatment of pneumonic plague is essential. To reduce the chance of death, antibiotics must be given within 24 hours
of first symptoms. Streptomycin, gentamicin, the tetracyclines, and chloramphenicol are all effective against pneumonic plague.

Antibiotic treatment for 7 days will protect people who have had direct, close contact with infected patients. Wearing a close-
fitting surgical mask also protects against infection.
A plague vaccine is not currently available for use in the United States.

For more information, visit www.bt.cdc.gov or call the CDC public response hotline at (888) 246-2675 (English), (888) 246-
2857 (Espafiol), or (866) 874-2646 (TTY)
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FACT SHEET
Key Facts About Tularemia
This fact sheet provides important information that can help you recognize and get treated for tularemia. For more

detailed information, please visit the Centers for Disease Control and Prevention (CDC) Tularemia Web site
(www.bt.cdc.gov/agent/tularemia).

What is Tularemia?
Tularemia is a potentially serious illness that occurs naturally in the United States. It is caused by the bacterium
Francisella tularensis found in animals (especially rodents, rabbits, and hares).

What are the Symptoms of Tularemia?
Symptoms of tularemia could include:

e sudden fever

e chills

¢ headaches

e diarrhea

e muscle aches

e joint pain

e dry cough

e progressive weakness

People can also catch pneumonia and develop chest pain, bloody sputum and can have trouble breathing and even
sometimes stop breathing.

Other symptoms of tularemia depend on how a person was exposed to the tularemia bacteria. These symptoms can
include ulcers on the skin or mouth, swollen and painful lymph glands, swollen and painful eyes, and a sore throat.

How Does Tularemia Spread?
People can get tularemia many different ways:

* being bitten by an infected tick, deerfly or other insect
¢ handling infected animal carcasses

e eating or drinking contaminated food or water

¢ breathing in the bacteria, F. tularensis

Tularemia is not known to be spread from person to person. People who have tularemia do not need to be isolated.

People who have been exposed to the tularemia bacteria should be treated as soon as possible. The disease can be
fatal if it is not treated with the right antibiotics.

How Soon Do Infected People Get Sick?
Symptoms usually appear 3 to 5 days after exposure to the bacteria, but can take as long as 14 days.
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Key Facts About Tularemia
(continued from previous page)

What Should I Do if I Think I Have Tularemia?

Consult your doctor at the first sign of illness. Be sure to let the doctor know if you are pregnant or have a weakened
immune system.

How Is Tularemia Treated?

Your doctor will most likely prescribe antibiotics, which must be taken according to the directions supplied with your
prescription to ensure the best possible result. Let your doctor know if you have any allergy to antibiotics.

A vaccine for tularemia is under review by the Food and Drug Administration and is not currently available in the
United States.

What Can I Do To Prevent Becoming Infected with Tularemia?

Tularemia occurs naturally in many parts of the United States. Use insect repellent containing DEET on your skin, or
treat clothing with repellent containing permethrin, to prevent insect bites. Wash your hands often, using soap and
warm water, especially after handling animal carcasses. Be sure to cook your food thoroughly and that your water is
from a safe source.

Note any change in the behavior of your pets (especially rodents, rabbits, and hares) or livestock, and consult a
veterinarian if they develop unusual symptoms.

Can Tularemia Be Used As a Weapon?

Francisella tularensis is very infectious. A small humber (10-50 or so organisms) can cause disease. If F. tularensis
were used as a weapon, the bacteria would likely be made airborne for exposure by inhalation. People who inhale an
infectious aerosol would generally experience severe respiratory illness, including life-threatening pneumonia and
systemic infection, if they are not treated. The bacteria that cause tularemia occur widely in nature and could be
isolated and grown in quantity in a laboratory, although manufacturing an effective aerosol weapon would require
considerable sophistication.

What is CDC Doing About Tularemia?
The CDC operates a national program for bioterrorism preparedness and response that incorporates a broad range of
public health partnerships. Other things CDC is doing include:

e Stockpiling antibiotics to treat infected people

» Coordinating a nation-wide program where states share information about tularemia

¢ Creating new education tools and programs for health professionals, the public, and the media.

For more information, visit www.bt.cdc.gov/agent/tularemia, or call the CDC public response hotline at (888) 246-
2675 (English), (888) 246-2857 (Espafiol), or (866) 874-2646 (TTY)

0.1
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CLOSED PODS
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Memorandum of Agreement (MOA)
Regarding Mass Prophylaxis Dispensing
CLOSED Point of Dispensing (POD)

This Memorandum of Agreement is entered into this the __ day of ,20  between the
(Provider) and Summit County Public Health.

Definitions:
1. SCPH: Summit County Public Health
2. SNS: Strategic National Stockpile
3. PODS: Point of Dispensing Site
4. Provider: Business/Organization willing to become a CLOSED PODS

Recitals

WHEREAS, the Centers for Disease Control and Prevention (CDC) has established the SNS to assist in
the event of a catastrophic biological incident or an incident requiring the use of medical materiel maintained in
the SNS; and

WHEREAS, the SCPH has agreed to function as the lead agency in events where SNS assets are
deployed or in instances where an incident requires such operation and the use of closed points of dispensing;
and

WHEREAS, the CDC, through the Ohio Department of Health and the State of Ohio, will provide the
Strategic National Stockpile (SNS), which includes medications and medical supplies, to the SCPH; and

WHEREAS, the SCPH approves the transfer of a pre-determined quantity of the aforementioned

medication to (provider name): and

WHEREAS, the SCPH wishes to collaborate with (provider name) to enhance their ability to respond to

a catastrophic biological incident, communicable threat, or any incident requiring the use of Closed PODS as

outlined herein.

NOW THEREFORE, in consideration of the foregoing, the parties hereto agree as follows:

The Provider Agrees:
a. To request medications according to the number of employees and identified household family members
(if applicable).

b. To assume responsibility for the transportation and security of materiel from a location specified by the
SCPH to the providers location.





c. To assume responsibility of dispensing medications (mass prophylaxis) to those individuals identified
above by the Provider’s trained staff, at a site chosen by the Provider and with no liability assumed by
the SCPH.

d. To utilize pharmaceuticals in accordance with the policies and procedures outlined in the SCPH Public
Health Emergency Operations Plans and Standard Operating Guidelines and the Provider’s own Mass
Prophylaxis Dispensing Plan and (on file with the SCPH).

e. To dispense medications per established medical protocols/algorithms (provided by SCPH at time of the
event) under the supervision of licensed medical personnel.

f. To provide any updates of the Provider’s Mass Prophylaxis Dispensing Plan to the SCPH.
g. To provide training and education to all Provider staff that will be utilized in Mass Prophylaxis
Dispensing Operations in regards to specifics of the Mass Prophylaxis Dispensing Plan provided by the

Provider.

h. To not charge individuals for medications or administration of that have been provided through this
agreement, except as permitted by the State of Ohio or by CDC.

i. To participate in any SCPH-sponsored dispensing training/education opportunities.

j. To provide emergency point of contact information to ensure timely notification of the Provider in the
event of a public health emergency.

k. To dispense medications and/or supplies in accordance with the guidance provided by the SCPH.
. To secure any unused medications and return them to the location designated by the SCPH.
m. To compile and file an after-action report with the SCPH, identifying shortfalls and accomplishments of

the operation

The SCPH Agrees:

a. To provide Mass Prophylaxis Dispensing specific training/education opportunities to identified staff of the
Provider.

b. To provide pre-event planning assistance and technical assistance, including but not limited to supply lists,
PODS layouts, fact sheets, dispensing algorithms, etc.

c. To, conditionally, ensure availability of the appropriate amount of medications in a reasonable, timely
manner

d. To provide coordination as outlined in the SCPH Emergency Operations Plan(s) related to the dispensing of
mass prophylaxis materials to closed PODS locations.

e. To provide the Provider with standing orders and medical protocols regarding Dispensing activities
including but not limited to, dosing, follow-up procedures and releasable information regarding the public
health emergency situation that accompany the medications or that are received from the Ohio Department
of Health, CDC etc.,





To provide the Provider with consultation and assistance as needed and available for the given public health
emergency or incident.

To collect any unused medications as well as copies of all medical documentation returned by the Provider.

To provide after-action consultation to the Provider.

It Is Mutually Agreed That:

a.

The confidentiality of patients and patient information will be maintained as written and enforced by the
Health Insurance Portability and Accountability Act (HIPAA).

This Memorandum can be extended by two-year intervals with agreement of both parties either through
verbal agreement by making contact which shall be recorded on the attached form titled, “ Closed PODS
MOA validation and record of changes™ attached; or by written communication which shall also be
documented on the .

This Memorandum can be amended by mutual agreement of both parties at any time and may be terminated
by either party upon 60 days notice in writing to the other party.

This Memorandum will not supersede any laws, rules or polices of either party.

This Memorandum will go into effect only at the request and direction of the SCPH.

The Provider would be considered a CLOSED PODS in that it would not Dispense Medications to the
“general public” but to identified staff, family members, patients, contacts, and specific groups outlined in
the Provider’s Mass Prophylaxis Dispensing Plan and the SCPH Emergency Operations Plans.

The Provider will follow the dispensing directives of the SCPH during Mass Dispensing Operations.

It is understood that the Provider’s participation is completely voluntary and may not be available/utilized at
the time of the event. If so, the Provider would not be considered a CLOSED PODS and their staff and/or

specific groups would be required to attend a Public/OPEN PODS operated by the SCPH and not receive
any preferential treatment.





SIGNATURES
The following signatures indicate agreement with the above stated agreements and conditions:

Health Commissioner Summit County Public Health Date
Witness Date
(Provider Representative) Date

Witness Date





Closed POD MOA Validation

Record of Changes

&

Date of
Change/Validation

Type of
Validation
(Verbal/Written)

Revisions Made

Entered By

Re-distributed
Yes/No






Emergency Use Authorization (EUA) and the Public Readiness and Emergency
Preparedness (PREP) Act

What is an EUA?

The Food and Drug Administration (FDA) can issue an EUA to allow either the use of an unapproved medical
product (e.g., drug, vaccine, or device) or the unapproved use of an approved medical product during certain
types of emergencies with specified agents.

Section 564 of the Federal Food, Drug, and Cosmetic (FD&C) Act, as amended by the Project BioShield Act of
2004, permits authorization of such products to diagnose, treat, or prevent serious or life-threatening diseases or
conditions caused by biological, chemical, radiological, or nuclear agents, if certain statutory criteria are met.
The Secretary of the Department of Health and Human Services (HHS) has delegated the authority to issue an
EUA under section 564 of the FD&C Act to the FDA Commissioner.

What is required before FDA issues an EUA?

The FD&C Act requires that, before an emergency use is authorized, the Secretary of HHS must declare an
emergency justifying the emergency use based on one of the following grounds:

(1) The Secretary of the Department of Homeland Security determines that there is a domestic
emergency, or a significant potential for a domestic emergency, involving a heightened risk of attack with
a specified biological, chemical, radiological, or nuclear agent or agents; or

(2) The Secretary of the Department of Defense determines that there is a military emergency, or a
significant potential for a military emergency, involving a heightened risk to United States military forces
of attack with a specified biological, chemical, radiological, or nuclear agent or agents; or

(3) The HHS Secretary determines that there is a public health emergency under the Public Health
Service (PHS) Act that affects, or has a significant potential to affect, national security, and involves a
specified biological, chemical, radiological, or nuclear agent or agents, or a specified disease or condition
that may be attributable to such agent or agents.

Are there any limits on the use of an EUA product?

For unapproved products, the law requires the FDA Commissioner (to the extent practicable given the
circumstances of the emergency) to establish certain conditions on an EUA that the Commissioner finds
necessary or appropriate to protect the public health, and permits the Commissioner to establish other conditions
that the Commissioner finds necessary or appropriate to protect the public health. Such conditions may include
a requirement to disseminate information to health care professionals or authorized dispensers and to
prospective patients and other consumers regarding the EUA, the product’s significant known and potential
benefits and risks, and the extent to which such benefits and risks are unknown; available alternatives and their
benefits and risks; and, for prospective patients and consumers, the option to accept or refuse the product and
any consequences of refusal. Other conditions may include adverse event reporting and monitoring, data
collection and analysis, and recordkeeping and records access.

For unapproved uses of approved products, certain of these conditions and other conditions may be required in
an EUA.

Use of a product under an authorization must be consistent with any conditions imposed on the EUA.





Where can | find additional information about EUAS?

Additional information about FDA’s EUA authority, including EUA guidance and EUAs that have been issued,
1s available at http://www.fda.ecov/EmergencyPreparedness/Counterterrorism/ucm182568.htm

What is the PREP Act?

The PREP Act authorizes the HHS Secretary to issue a PREP Act declaration that provides immunity from tort
liability (except for willful misconduct) for claims of loss caused by, arising out of, relating to, or resulting from
the administration or use of a countermeasure to a disease, threat, or condition determined by the Secretary to
constitute a present or credible risk of a future public health emergency to entities and individuals involved in
the development, manufacture, testing, distribution, administration, and use of the countermeasure. A PREP Act
declaration is specifically for the purpose of providing immunity from tort liability, and is different from, and
not dependent on, other emergency declarations.

The PREP Act also authorizes the establishment of 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 HHS
Secretary’s declaration. Compensation may be available under the Countermeasures Injury Compensation
Program (CICP), which is administered by the Health Resources and Services Administration (HRSA), for
medical benefits, lost wages, and death benefits to individuals for specified injuries.

Countermeasures covered under a PREP Act declaration can include products that are approved, cleared, or
licensed under the FD&C Act or the PHS Act, authorized for investigational use under the FD&C Act, or
authorized under an EUA. For example, if a person is given a countermeasure that is authorized for emergency
use under an EUA in a declaration made by the HHS Secretary, then that person may be eligible under the
PREP Act for compensation through the CICP if serious physical injury or death results from use of the
countermeasure.

For more information on the PREP Act, visit
http://www.phe.gov/Preparedness/legal/prepact/Pages/prepqa.aspx. Additional information on the PREP Act
(including PREP Act declarations that have been issued) and on the CICP can be found on
http://www.hrsa.gov/gethealthcare/conditions/countermeasurescomp/.

What happens if the drugs that are authorized for emergency use under an EUA (i.e., unapproved drugs
or approved drugs for unapproved uses) are distributed outside the scope of, or inconsistent with, the
conditions of the EUA once it has been issued?

If the FDA issues an EUA to allow for the lawful distribution or dispensing of products for emergency use
under certain circumstances and if stakeholders do not distribute or dispense the countermeasures in accordance
with the scope and conditions of the EUA, then liability protections afforded by the PREP Act may be affected.

Who are the stakeholders in the EUA?

For the purposes of this EUA, the term stakeholder means the public agency or its delegate that has the legal
responsibility and authority to respond to an incident, based on political or geographical (e.g., city, county,
tribal, State, or Federal boundary lines) or functional (e.g., law enforcement or public health) range or sphere of
authority to prescribe, administer, deliver, distribute, or dispense doxycycline in an emergency situation.
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What products does this EUA cover?

This EUA covers oral formulations of doxycycline products that have been approved by the FDA for PEP to
reduce the incidence or progression of disease, including inhalational anthrax, following exposure to
aerosolized B. anthracis. For purposes of illustration, such products include capsule, tablet, and liquid
formulations of doxycycline, including:

o Doxycycline hyclate 100 mg oral tablets, supplied in a unit-of-use (UoU) bottle containing 120 tablets
for a 60-day treatment or containing 20 tablets for an initial 10-day supply

e Doxycycline monohydrate 100 mg oral capsules, supplied in a UoU bottle containing 120 capsules for a
60-day treatment or containing 20 capsules for an initial 10-day supply

e Doxycycline 25 mg/5 mL suspension, supplied as dry powder in a 60 mL bottle

e Doxycycline (Vibramycin) 50 mg/5 mL syrup in a 473 mL bottle

During an emergency, this authorization would permit dispensing of FDA-approved drugs that are not supplied
in a UoU container, if necessary.

Is FDA planning to issue additional EUAs for preparedness purposes (e.g., for ciprofloxacin)?

While FDA does not independently initiate EUA requests, FDA works closely with its federal government
partners (e.g., CDC) to provide technical assistance and regulatory feedback on preparedness issues related to
EUAs and would favorably consider a request from CDC for a ciprofloxacin EUA. Although FDA currently has
no plans to issue additional EUAs within a specific timeframe, the same legal preparedness issues apply to
ciprofloxacin that apply to doxycycline. In other words, an EUA would also be needed for ciprofloxacin to
facilitate preparedness and response activities for an anthrax emergency.

Does this EUA preempt state law?

As stated in FDA’s EUA Guidance found at:
http://www.fda.gov/Regulatorylnformation/Guidances/ucm125127.htm The FDA believes that the terms and
conditions of an EUA issued under section 564 of the Act preempt State laws (i.e., legislative requirements and
common-law duties) that impose different or additional requirements on the medical product for which the EUA
was issued in the context of the emergency declared under section 564. However, questions about whether
specific State laws would be preempted by an EUA would need to be addressed on a case-by-case basis.

Are volunteers and other non-health care professionals (e.g., certain public health officials) dispensing
doxycycline at a POD the same as health care professionals under the EUA?

The EUA’s Conditions of Authorization require that recipients and health care professionals administering the
doxycycline product be informed of the minimum elements of information (as exemplified in the fact sheets for
recipients and health care professionals). A non-health care professional volunteer or responder handing out
doxycycline product is not considered to be a health care professional under the EUA.

However, depending on stakeholders' applicable mass dispensing plans and state and local law, the EUA
acknowledges that non-health care professionals might be involved in dispensing doxycycline to the public at
PODs. Regardless of the dispensing modality, including the use of responders and volunteers who are not health
care professionals to dispense doxycycline, it is expected that a health care professional will be available on-site
at a POD or that information will be made available at a POD about how to reach a health care professional to
respond to questions from recipients of doxycycline product. Additionally, stakeholders may choose to provide,
for reference purposes, the health care professional and recipient fact sheets to their non-health care professional
dispensers.



http://www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm



Will the PREP Act cover doxycycline products under the EUA?

A PREP Act declaration for multiple types of anthrax countermeasures, http://edocket.access.gpo.gov/2008/E8-
23547.htm, was issued on October 1, 2008, and extends through December 15, 2015. Because this PREP Act
declaration is in effect for anthrax countermeasures, including antimicrobials such as doxycycline, and because
the PREP Act covers countermeasures authorized for emergency use under an EUA, the PREP Act covers

doxycycline products authorized for emergency use under this EUA if the terms and conditions of the EUA and
the PREP Act declaration are met.




http://edocket.access.gpo.gov/2008/E8-23547.htm

http://edocket.access.gpo.gov/2008/E8-23547.htm
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