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Objectives

At the conclusion of this session, the participant
will be able to accomplish the following:

0 Discuss the state and federal governments’ role
In responding to a public health emergency.

a0 Discuss the underlying legal authorities that
permit the government to take specific actions
during a public health emergency.

0 Describe CDC's legal response to specific
public health emergencies, including HINI1.




Continuing Education Disclaimer

In compliance with continuing education
requirements, all presenters must disclose any
financial or other associations with the manufacturers
of commercial products, suppliers of commercial
services, or commercial supporters as well as any
use of unlabeled product or products under
Investigational use. CDC, our planners, and the
presenter for this presentation do not have financial
or other associations with the manufacturers of
commercial products, suppliers of commercial
services, or commercial supporters. This
presentation does not involve the unlabeled use of a
product or products under investigational use. There
was no commercial support for this activity.




Accrediting Statements

CME: The Centers for Disease Control and Prevention is accredited by the Accreditation Council for Continuing Medical
Education (ACCME®) to provide continuing medical education for physicians. The Centers for Disease Control and
Prevention designates this electronic conference/web-on-demand educational activity for a maximum of 1 AMA PRA
Category 1 Credit™. Physicians should only claim credit commensurate with the extent of their participation in the
activity. Non-physicians will receive a certificate of participation.

CNE: The Centers for Disease Control and Prevention is accredited as a provider of Continuing Nursing Education by the
American Nurses Credentialing Center's Commission on Accreditation. This activity provides 1 contact hour.

CEU: The CDC has been approved as an Authorized Provider by the International Association for Continuing Education
and Training (IACET), 1760 Old Meadow Road, Suite 500, McLean, VA 22102. The CDC is authorized by IACET to offer 1
ANSI/IACET CEU for this program.

CECH: Sponsored by the Centers for Disease Control and Prevention, a designated provider of continuing education
contact hours (CECH) in health education by the National Commission for Health Education Credentialing, Inc. This
program is designed for Certified Health Education Specialists (CHES) to receive up to 1 Category | CECH in health
education. CDC provider number GA0082.

CPE: .. The Centers for Disease Control and Prevention is accredited by the Accreditation Council for
Pharmacy Education as a provider of continuing pharmacy education. This program is a designated
event for pharmacists to receive 1 Contact Hour in pharmacy education. The Universal Activity Number
is 0387-0000-13-008-L04-P and enduring 0387-0000-13-008-H04-P. Course Category: This activity has

' been designated as knowledge based.

AAVSB/RACE: This program was reviewed and approved by the AAVSB RACE program for 1.2 hours of continuing
education in the jurisdictions which recognize AAVSB RACE approval. Please contact the AAVSB Race Program at
race@aavsb.org if you have any comments/concerns regarding this program’ s validity or relevancy to the veterinary
profession.
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Recent Public Health
Emergencies and the Public
Health Response
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/ CDC Responds to Public Health
{C Challenges: 5

Some Recent Examples

>750 outbreak and field investigations (2010-2011)
In 49 states, 5 U.S. Trust Territories, and 35 countries

Foodborne outbreaks

In 2011, helped state and local health agencies investigate
222 outbreaks

During the HIN1 pandemic in the United States
CDC helped prevent

713,000-1.5 million influenza cases
12,300-23,000 hospitalizations
620—-1,160 deaths
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W Monkeypox

s Rare viral disease related to, but considered less
Infectious and milder than, smallpox

= Introduced to the United States in 2003 through a
shipment of African rodents

= In the U.S., prairie dogs infected by rodents from
Africa may become vectors for transmitting the
VIrus
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3/@ Monkeypox & 2
Gambian Giant Rats

A shipment of African

rodents—including Gambian
glant rats—was the probable
source of the introduction of

monkeypox into the United
States.
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{{C The Federal Response to >
Monkeypox

June 11, 2003: CDC and FDA issued a joint order
announcing an immediate embargo on the
Importation of all rodents from Africa and prohibiting
the transportation, distribution, or release of prairie

dogs and specified African rodents within the
United States.
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CDC’s Legal Authority to Respond
to Public Health Emergencies
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Who is in Charge? =

= States primarily responsible for controlling disease
spread within their borders

= Federal government responsible for controlling
disease spread from foreign countries and
Interstate

= Federal government has special obligations
Internationally and with respect to Indian Tribes
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{{C Legal Authorities:

Case Law

BThe U.S. Supreme Court

Required Vaccination
= Jacobson v. Massachusetts (1905)
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.(C Legal Authorities:

Statutory Law

Determination of a Public Health Emergency
¢ Public Health Service Act § 319; 42 USC § 247d

Quarantine Authority
+ Public Health Service Act § 361; 42 USC § 264
¢ 42CFR 70 and 71
¢ Executive Order 13295, as amended by 13375

= Federal-State Cooperation
+ Public Health Service Act § 311; 42 USC § 243

= International Cooperation
+ Public Health Service Act § 307; 42 USC § 242|
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{{C 319 Public Health Emergency >
Declarations

= HHS Secretary may declare “public health
emergency” under Section 319 of PHS Act

= Requires consultation with public health officials as
necessary

= 90-day limit, may be renewed, notify Congress
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-{C 319 Public Health Emergency
4 T Declarations

= HHS Secretary may take such action as may be
necessary to respond to PH emergency

= "Public health emergency fund” made available to
Secretary

= Authority to appropriate such funds as may be
necessary

= Actual appropriations may not exist
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-(C Options Pursuant to a

319 Public Health Emergency 2
Declaration

= Walive certain sanctions that arise from noncompliance
with HIPAA

= Waive or modify provisions of EMTALA (Emergency
Medical Treatment and Active Labor Act)

= States may request reassignment of individuals whose
salaries are paid by HHS awards to work on matters
related to a 319 public health emergency declaration
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./@ CDC’s Emergency
. Operations Center
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From Page |
“It's like declaring one for a
hurricane,” she said. “It means
we can release funds and take
other measures. The hurricane
may not actually hit
American investigators said
they expected more cases
but noted that virtually all
had been mild and urged
Americans not o pani
The speed and the scope of the
world's response showed the
value of preparations made
because of the avian flu and
SARS  s¢ public health
id.
gency declaration in
ed States lets the
government free more mone
for antiviral drugs and give
some previously unapproved
tests and drugs to children.
One-qua national
stockpile of 50 million courses
of antifiu drugs will be
released.
Border patrols and airport
security officers are to begin
elers if they have
or a fever; those
who appear ill will be stopped,
taken aside and given masks
while they arrange for medical
cai
“This is moving fast and we
expect to see more cases,” Dr.
Richard Besser, acting director
the Centers for Disease
Control and Prevention, said at
the news nce with Ms,
apolitano. “But we view this
as a marathon.”
He advised Americans to wash
their hands frequently, to cover

@ Influenza 2009-2010 (H1N1)
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ople took precautions on Sunday to attend Mass in Mexico
Swine flu is believed to have killed 103 people in Mexico.

Homeland

urity Secretary Janet Napolitano and Robert

Gibbs, the White House press secretary, took questions in
hington on Sunday about reported swine flu cases.
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Control and Prevention,
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United States, and one hospi-
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} CDC Response to HIN1

- Examples of Legal Instruments Used:

- International Health Regulations (IHRS)

- Public Readiness and Emergency Preparedness
(PREP) Act
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" International Health
L. Regulations

= International legal instrument giving rise to obligations among
member countries

= Original IHR adopted in 1969 to monitor and control six
Infectious diseases: cholera, plague, yellow fever, smallpox,
relapsing fever and typhus

= US participates in WHO pursuant to Joint Resolution of
Congress authorizing President to accept membership (22
USC § 290)

= Purpose: Maximum protection of people against the
International spread of diseases, while minimizing interference
with world travel and trade

= Amended by WHO May 23, 2005 to address “Public Health
Emergencies of International Concern” (PHEIC)

= Entered into force for U.S. on July 17, 2007 (no sanctions
mechanism, but considered legally binding)
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E{C What is a PHEIC? =

= A Public Health Emergency of International
Concern Is an extraordinary event that:

+ Constitutes a public health risk to other countries
through international spread of disease, and

¢ Potentially requires a coordinated international
response

= List of diseases leading to immediate notification:
smallpox, SARS, wild polio viruses, new subtype
human influenza
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{C ~_IHRs: b
Ly WHO Actions and CDC Response .

April 25, 2009: 1st IHR Emergency Committee Meeting;
WHO determines that a PHEIC exists

April 27: 2" |[HR Emergency Committee Meeting; WHO:
Raises pandemic alert to a higher level
Issues “temporary” recommendations:

- Against closing borders or restricting international travel, but if
ll, prudent to delay travel

- Continue efforts to produce vaccine, subject to reevaluation
- Focus efforts on mitigation measures, not containment

April 27: CDC issues Travel Health Warning to U.S.
travelers to avoid “nonessential’ travel to Mexico
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-(C - Public Re%diness é;md
mergency Preparedness
Wy (P F%/E P) Act

Signed into law in December 2005

Authorizes Secretary of HHS to issue a declaration to
provide immunity from liability (except for willful misconduct)
for certain claims
Death; physical, mental, emotional injury, iliness, disability,
condition, or fear thereof; medical monitoring; property damage
or loss; business interruption
Causally related to development, distribution, administration or

use of “covered countermeasures”
Against “covered persons” (PHS Act § 319F-3)

Authorizes emergency fund in U.S. Treasury for
compensation for injuries from covered countermeasures,
(PHS Act § 319F-4)
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_(C PREP Act:

Covered Persons bl

Manufacturers
Distributors

Program Planners (State, local government, tribe, others who

supervise or administer countermeasure programs)

Qualified Persons (licensed health professionals and others
Identified by the Secretary who prescribe, administer, or dispense

countermeasures)
Officials, Agents, Employees of all of the above

United States
SAFER*HEALTHIER+* PEOPLE"
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nv&,v(h'/é(:overed Countermeasures

Qualified Pandemic or Epidemic Product

Drug, biological product, device against pandemic or epidemic
disease (or against adverse effects of such drugs, biological products,
or devices)

Approved, licensed, or under Emergency Use Authorization (EUA),
Investigational Drug (IND) or Device (IDE) application

Security Countermeasure

Drug, biological product device against harm from biological, chemical,
radiological or nuclear agent (or against adverse effects of such drugs,
biological products, or devices)

Necessary to protect public health

Approved, cleared, licensed, qualify for approval or licensing within
eight years of federal procurement, EUA, IND, or IDE

Product Authorized under EUA
Additional Products — still to be determined — may also be covered
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& HINLPREP Act
Declarations

- Antivirals (Tamiflu, Relenza)

- Influenza diagnostics, personal
respiratory protection devices, and
respiratory support devices

- H1N1 vaccine
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{{C Scope of the

PREP Act

Does the PREP Act protect persons who
accidentally administer the vaccine to a child
without her parent’s consent?
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Central School

A kindergarten student was accidentally vaccinated without her parents’
authorization and her parents brought an action in State court alleging
negligence resulting in battery upon the student.

The public health department and the school claimed that the PREP Act
vests exclusive subject matter jurisdiction in the federal government over
all claims having a causal relationship with the administration of the flu
vaccine during the inoculation program.

The judge disagreed, arguing that the purpose of the act was to protect
administrators from liability for adverse physical reactions to the vaccine,
not against intentional or negligent unauthorized administration.

St. Lawrence County Public Health Department filed an appeal. The
case against the school was dismissed on other grounds.

On 11/21/2012 , the appellate court concluded that plaintiff’'s state law
gl_aim_s arg preempted by the PREP Act and therefore the complaint was
Ismissed.
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Quarantine:
A Public Health Necessity
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{{C Quarantine: 2
Constitutional Design

= State and local governments have primary
responsibility for public health

= Public health is a “police power” retained by the
States under the 10th Amendment

= Federal authority is derived from the constitutional
authority to regulate foreign and interstate
commerce, and among the Indian Tribes
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-{C Public Health Service Act 774
Section 361

Codified at 42 U.S.C. § 264

HHS Secretary may authorize regulations to prevent the
Introduction, transmission, or spread of communicable
diseases from foreign countries into U.S. or from one state or
possession into another

Regulations authorize measures, e.g., inspection, sanitation,
destruction of animals or articles

“Apprehension, examination, conditional release” of
Individuals for purposes of preventing communicable
diseases specified in an Executive Order
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{{C Federal 2
Quarantine/lsolation

x Communicable Disease listed in Exec. Order 13295

= cholera, diphtheria, infectious TB, plague, smallpox,
yellow fever, viral hemorrhagic fevers (Ebola), SARS,
and influenza that are pandemic or could become so

= Two separate regulation parts:
» Part 70 = domestic interstate quarantine
» Part 71 = travelers seeking entry into the US
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Contact Information
CDC’s Office of the General Counsel:
Phone: 404-639-7200

Heather Horton:
Phone: 404-639-7494
Email: hhorton@cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily
represent the official position of the Centers for Disease Control and Prevention.
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Accrediting Statements

CME: The Centers for Disease Control and Prevention is accredited by the Accreditation Council for Continuing Medical
Education (ACCME®) to provide continuing medical education for physicians. The Centers for Disease Control and
Prevention designates this electronic conference/web-on-demand educational activity for a maximum of 1 AMA PRA
Category 1 Credit™. Physicians should only claim credit commensurate with the extent of their participation in the
activity. Non-physicians will receive a certificate of participation.

CNE: The Centers for Disease Control and Prevention is accredited as a provider of Continuing Nursing Education by the
American Nurses Credentialing Center's Commission on Accreditation. This activity provides 1 contact hour.

CEU: The CDC has been approved as an Authorized Provider by the International Association for Continuing Education
and Training (IACET), 1760 Old Meadow Road, Suite 500, McLean, VA 22102. The CDC is authorized by IACET to offer 1
ANSI/IACET CEU for this program.

CECH: Sponsored by the Centers for Disease Control and Prevention, a designated provider of continuing education
contact hours (CECH) in health education by the National Commission for Health Education Credentialing, Inc. This
program is designed for Certified Health Education Specialists (CHES) to receive up to 1 Category | CECH in health
education. CDC provider number GA0082.

CPE: .. The Centers for Disease Control and Prevention is accredited by the Accreditation Council for
Pharmacy Education as a provider of continuing pharmacy education. This program is a designated
event for pharmacists to receive 1 Contact Hour in pharmacy education. The Universal Activity Number
is 0387-0000-13-008-L04-P and enduring 0387-0000-13-008-H04-P. Course Category: This activity has

' been designated as knowledge based.

AAVSB/RACE: This program was reviewed and approved by the AAVSB RACE program for 1.2 hours of continuing
education in the jurisdictions which recognize AAVSB RACE approval. Please contact the AAVSB Race Program at
race@aavsb.org if you have any comments/concerns regarding this program’ s validity or relevancy to the veterinary
profession.
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Continuing Education Credit/Contact Hours
for COCA Conference Calls

Continuing Education guidelines require that the attendance of all who
participate in COCA Conference Calls be properly documented. All
Continuing Education credits/contact hours (CME, CNE, CEU, CECH,
and ACPE) for COCA Conference Calls are issued online through the
CDC Training & Continuing Education Online system.
http://www.cdc.gov/TCEOnline/

Those who participate in the COCA Conference Calls and who wish to
receive CE credit/contact hours and will complete the online evaluation by
May 24, 2013 will use the course code EC1648. Those who wish to
receive CE credits/contact hours and will complete the online evaluation
between May 25, 2013 and Apr 22, 2014 will use course code WD1648.
CE certificates can be printed immediately upon completion of your online
evaluation. A cumulative transcript of all CDC/ATSDR CE’ s obtained
through the CDC Training & Continuing Education Online System will be
maintained for each user.
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Thank you for joining!
Please email us questions at
coca@cdc.gov

Emergency Preparedness and Response

Emergency Preparedness
& Response

Specific Hazards

Unveiling the Principles of Law During Public Health

Preparedness for All

Hazards Emergencies

[€E] = Continuing Education
Date: Tuesday, April
Tim 0 - 3:00 pm (Eastern Time)

Participate By Phone
FApril 23, 2013

) Dial In Number: 1-888
What CDC Is Doing

Passcode:
What You Can Do

. Participate By Webinar:
Blog: Public Health

Matters ; n.php?i=Pws
What's New L
Presenter(s):
A - Z Index Heather Horton, JD, MHA
— Senior
HH

Centers for

Overview:
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http://emergency.cdc.gov/coca
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Join Us on Facebook

CDC Facebook page for et

Health Partners! “Like” our e e e
page today to receive COCA
updates, guidance, and
situational awareness about [

R‘ldge‘l titute for Science and Education (ORISE) will address key ents of

communicating during a radiation disaster, share CDC research on messaging, and
provide lessons learned from Japan's recent nudear emergency. Register for this

preparing for and responding E—.
to public health emergencies.

CDC Health Partners Outreach

The Clinician Outreach an s vity (COCA) is sharing a booth with
M) at the 2011
CDC Emergency \ 3 s will be available during exhibit hours at booth
Preparedness and questions.
Response
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