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I. EXECUTIVE SUMMARY 
 
The CDC Public Health Law Program (PHLP) conducted surveillance for emergency legal issues 
throughout the 2009-2010 H1N1 influenza pandemic, provided intensive legal technical assistance 
to state and local public health agencies, and supported peer-to-peer, networked problem solving by 
legal counsel to state and local public health agencies.   
 
In total, PHLP identified 66 emergent legal issues that state and local public health agencies (64) and 
the CDC Office of Public Health Preparedness and Response (2) considered to pose actual or 
potential impediments to effective response to the pandemic: 19 related to coordination of response 
efforts among government agencies and with private-sector organizations; 18 dealt with protection 
from legal liability; 14 dealt with expansion of public health legal authority; 12 related to protection 
of people affected by emergency response efforts; and 3 related to consumer protection. 
 
In a February 2010 after-action workshop convened by PHLP, ASTHO, and NACCHO, 
participating state and local legal counsel concurred that most of the 66 identified legal issues had 
been addressed adequately.  But they also concluded that several issues could pose problems for 
future public health emergency responses.  These issues are discussed in Section IV.D. of this after-
action report. 
 
The H1N1 influenza pandemic demonstrated that legal preparedness is integral to comprehensive 
public health emergency preparedness.  Based on its review of H1N1-related legal issues and 
methods used to address them, PHLP concludes that: 
 

CDC, state, and local public health officials should assume that problematic legal issues will emerge 
during the response phase of large-scale public health emergencies; public health agencies 

should be fully prepared to address those issues rapidly and effectively. 
 
PHLP makes six recommendations to improve the legal preparedness of the U.S. public health 
system for future influenza pandemics and all-hazards public health emergencies: 
 

1. Resolve Identified Legal Issues: Address unresolved legal issues related to the H1N1 
pandemic as recommended by legal counsel to state and local public health agencies. 

2. Strengthen Legal Surveillance: Improve the existing system of surveillance for emergent 
legal issues that may impede emergency response.   

3. Strengthen Legal Communications Capacity: Improve the existing communications 
network among legal counsel to state, local, and federal public health agencies to 
accelerate resolution of emergent legal issues. 
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4. Engage State/Local Counsel in Emergency Planning: Legal counsel to public health 
agencies can make important contributions to the development of public health 
emergency plans—in addition to their critical role as problem solvers during the 
response phase—and should participate in their development. 

5. Assure Common Situational Awareness of Legal Issues: Public health emergency 
response managers and legal counsel may have different understandings of the 
implications of emergent legal issues.  Potential confusion can be minimized by 
improving real-time communication between program staff and counsel during the 
response phase. 

6. Strengthen Legal Preparedness to Address All-Hazards Public Health Emergencies: 
Public health agencies should periodically assess their legal capacity to implement 
effective response to public health emergencies and make needed improvements.  PHLP 
provides a portfolio of tools for this purpose on its website (http://www.cdc.gov/phlp.) 

 

II. PURPOSE OF THIS REPORT 
 
Timely identification and resolution of emergent legal issues is crucially important to effective 
response to public health emergencies of all kinds.  This was demonstrated during the 2009-2010 
H1N1 novel influenza pandemic when many state and local public health agencies, along with the 
Centers for Disease Control and Prevention (CDC), encountered a host of legal issues, some with 
potential to impede effective response to the pandemic. 
 
The CDC Public Health Law Program (PHLP) conducted continuous surveillance for emergent 
legal issues during the H1N1 pandemic.  PHLP also provided intensive technical assistance to state 
and local public health legal counsel and supported peer-to-peer consultation for those counsel and 
with CDC’s Office of General Counsel.  The methods used included the PHLP Public Health Legal 
Counsel Listserv, individual and group telephone and e-mail communication, and two workshops 
PHLP convened for state and local public health counsel in July 2009 and February 2010. 
 
During the course of the H1N1 pandemic, the counsel to state and local public health agencies with 
whom PHLP attorneys communicated identified 64 legal issues they considered posed potential 
impediments to their agencies’ response efforts.  CDC’s Office of Public Health Preparedness and 
Response identified two additional legal issues for a total of 66. 
 
Legal counsel who took part in the February 2010, H1N1 Legal Issues After-Action Workshop 
concurred that many of those issues had been addressed adequately during the preceding months.  
But participants also concluded that a number of legal issues had not been addressed adequately, 
that they could pose problems for responses to future public health emergencies, and that corrective 
actions should be taken promptly.  In addition, workshop participants reviewed methods used 
during the H1N1 pandemic to communicate about and address emergent legal issues. 
 
This after-action report presents: 
 

 The 66 discrete legal issues that surfaced during the H1N1 pandemic, as identified by PHLP 

 Recommendations to address substantive legal issues that February workshop participants 
considered remained potentially problematic and to improve communication and problem 
solving related to emergent legal issues during future public health emergencies, and   

http://www.cdc.gov/phlp
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 PHLP recommendations to improve surveillance for, and resolution of, legal issues—
especially at the state and local levels—before and during future public health emergencies. 

 
III. METHODS TO IDENTIFY AND ADDRESS H1N1-RELATED LEGAL ISSUES 
 
Beginning in 2000, PHLP has stimulated development of a network linking legal counsel to state and 
local public health agencies with each other, CDC and HHS counsel, and PHLP.  This network 
enables active surveillance for emerging public health law issues.  It also enables PHLP to provide 
direct legal technical assistance and allows state and local public health legal counsel and PHLP 
attorneys to exchange information about emergent legal issues and related solutions and best 
practices on a real-time basis.   
 
The H1N1 pandemic was the first infectious, highly contagious disease outbreak to affect the entire 
United States since creation of this network.  PHLP attorneys made intensive use of the network to 
conduct surveillance for emergent legal issues important to the H1N1 response at the state and local 
levels.  Other PHLP surveillance included communication with CDC emergency response units—
the Office of Public Health Preparedness and Response, the Influenza Coordination Unit, the 
Division of Global Migration and Quarantine, and the Office of General Counsel.  In addition, 
PHLP attorneys and their state and local public health counterparts made unprecedented use of the 
network’s capabilities to support coordinated action on H1N1-related legal issues using three 
principal modes of communication: 
 

 The Public Health Legal Counsel Listserv: During the H1N1 pandemic, counsel to many 
state public health agencies posted questions, concerns, and responses about legal issues on 
the Listserv, making unprecedented use of it as a forum for rapid, collaborative, peer-to-peer 
problem solving.  PHLP attorneys commented on postings and facilitated discussion of 
issues and solutions.  State and local public health counsel, along with PHLP counsel, also 
used the Listserv to post and disseminate legal documents such as emergency declarations, 
memoranda of agreement, and legal guidance to public health emergency responders.  

 Telephone and E-Mail Communication: Using the on-line directory to state public health 
counsel that is maintained on the PHLP website 
(http://www2a.cdc.gov/phlp/statescontacts.asp), PHLP attorneys communicated with, and 
provided extensive technical assistance to, state legal counsel throughout the H1N1 
pandemic period. 

 Peer-to-Peer Workshops: PHLP organized two workshops for state and local public health 
counsel during the H1N1 pandemic.  On July 14, 2009, counsel from 16 state and 3 local 
public health agencies met in Chicago to review the multitude of legal issues that had 
surfaced at that point, assess their potential to impede effective emergency response, and 
discuss and share approaches to addressing them.  In addition, a number of participants 
spontaneously formed a working group to devise solutions to a specific set of legal issues.  
(See Section IV below.)  On Feb. 17, 2010, state and local public health counsel met in 
Atlanta to review the status of H1N1-related legal issues and to recommend practical action 
steps to improve legal preparedness for future public health emergencies.  Both workshops 
were convened by PHLP in partnership with the Association of State and Territorial Health 
Officials (ASTHO), and the National Association of County and City Health Officials 
(NACCHO.)  Each workshop was coordinated with larger meetings convened by CDC, 
ASTHO, and NACCHO on a wide spectrum of H1N1 response issues: the June 30-July 1, 



 4 

2009, ―Novel H1N1 Rapid Assessment Project‖ and the Feb. 9-10, 2010, H1N1 ―In-
Progress Review.‖  Both larger meetings surfaced legal issues as critical to the success of the 
Nation’s H1N1 response. 

 
IV. THE FEBRUARY 2010 H1N1 PANDEMIC INFLUENZA AFTER-ACTION  
      WORKSHOP 
 
A. Workshop Purpose 
 
The February after-action workshop was convened as signs indicated the H1N1 pandemic was 
subsiding in the U.S.  The purpose of the workshop was to: 
 

 Identify significant legal issues related to effective response to the H1N1 pandemic 

 Develop short- and long-term action steps to address issues needing resolution, and 

 Identify action steps that also would support improved legal preparedness for future, all-
hazards public health emergencies. 

 
B. Workshop Methods 
 
Participants in the February workshop included counsel to 15 state health departments and 9 city 
and county health departments, counsel from the HHS Office of General Counsel, senior staff from 
ASTHO, NACCHO, and OPHPR, and staff from PHLP.  (Appendix B is a roster of participants.)  
Before the workshop, PHLP attorneys developed a list of 58 legal issues identified through 
continuous surveillance.  The list was e-mailed to all participants before the workshop. 
 
During the six-hour workshop, a senior PHLP attorney facilitated discussion of legal issues and of 
the methods used to communicate about H1N1-related legal issues.  The workshop format ensured 
that all participants could offer issues for consideration and engage in discussion.  PHLP staff took 
detailed notes on the discussion and, following the workshop, circulated to all participants a draft, 
annotated list of the legal issues discussed at the workshop for their review and comment.  The 
revised list is a basis for this report. 
 
C. Workshop Results—Summary 
 
Workshop discussion of H1N1-related legal issues focused on the list of 58 preidentified issues and 
the 8 additional issues that participants first discussed during the workshop.  It was the consensus of 
workshop participants that most of the listed legal issues had been addressed adequately.  However, 
7 issues were considered to remain problematic for state and local public health agencies, and for 
certain private-sector entities, engaged in emergency response efforts. 
 
Appendix A lists the 66 identified legal issues, organized into 6 categories, as summarized here: 
 

1. Expansion of Public Health Authority 
 
This category encompasses legal issues related to the scope of authority state and local public 
health agencies have to conduct emergency response measures.  Examples include issues 
related to the authority triggered by alternative federal declarations of emergency, whether 
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parallel state emergency declarations are required, waivers of EMTALA, Medicare, Medicaid, 
SCHIP, HIPAA, and certain other requirements activated by federal emergency declarations, 
and states’ legal basis for authorizing additional classes of professionals and health care 
organizations to administer vaccinations. 
 

2. Liability 
 

This category includes issues related to the liability protection federal and state laws give 
public health and medical practitioners, members of other professions, and volunteers who 
participate in emergency response efforts.  For example, declaration of an emergency by the 
Secretary of Health and Human Services under the Public Readiness and Emergency 
Preparation (PREP) Act during the H1N1 pandemic activates immunity from tort claims for 
a large class of people involved in the H1N1 vaccination efforts.  Other questions deal with 
protection of professionals and volunteers working outside the scope of PREP coverage and 
with ―crisis‖ or ―altered‖ standards of care. 
 

3. Protection of People 
 

Legal issues in this category deal with protection of individually identifiable information, 
limits on access to student health information imposed by the Family Educational Rights 
and Privacy Act (FERPA), ensuring the due process rights of people subject to quarantine 
and other social distancing measures, protection of those affected by H1N1 influenza from 
loss of their jobs, the availability of sick leave, whether low-income K-12 students can 
continue to receive subsidized meals when schools are ordered to close, and state mandates 
for vaccination of health care workers, and other topics. 
 

4. Government Coordination (Federal/StateTerritorial/Local/Tribal) 
 

Many of the legal issues in this category focus on the extent to which states receiving 
vaccines, equipment, and other assets from CDC’s Strategic National Stockpile had authority 
to use those assets.  As part of its H1N1 response, PHLP directly assisted CDC’s Office of 
Strategic National Stockpile and the Office of General Counsel in developing a 
memorandum of agreement giving state health departments valuable flexibility in using 
federally supplied H1N vaccines while assuring CDC of full accountability for their use.  
Two other issues concern state and local laws that appear to delay timely hiring of needed 
public health professionals and procurement of needed materials and supplies. 
 

5. Government/Private-Sector Coordination 
 

This category includes legal issues related to disclosure to the public media of information 
about H1N1 vaccine providers; whether students and workers require confirmation of good 
health before returning to school and work; whether healthcare providers may legally charge 
a de minimus amount for H1N1 vaccine administration (because their electronic billing 
systems could not accommodate a zero charge); and a number of questions regarding the 
legal vulnerability of healthcare organizations that adhere to CDC guidelines that are 
inconsistent with those of the Occupational Safety and Health Administration; among 
others.  
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6. Consumer Protection 
 

The three legal issues in this category relate to state penalties for vendors of fraudulent 
Tamiflu and other influenza countermeasures and to state legal authority to address price 
gouging for influenza vaccination, anti-viral drugs, and medical supplies such as N95 face 
masks. 
 

Table 1 presents the identified legal issues by category and highlights the 7 substantive issues 
workshop participants reported required further clarification. 
 
 

Table 1: Categories of H1N1 Legal Issues Deemed Adequately Addressed 
or Requiring Clarification 

 

Category of Legal Issues Legal Issues 
Adequately 
Addressed 

Legal Issues 
Requiring 

Clarification 

1. Expansion of public health authority 12 2 

2. Liability 14 4 

3. Protection of people 12 0 

4. Government coordination 
(Federal/state/territorial/local/tribal) 

12 0 

5. Government-private sector coordination 6 1 

6. Consumer protection 3 0 

          Total 59 7 

 
 
E. Workshop Recommendations to Address Problematic Legal Issues 
 
This section presents the seven substantive legal issues most February workshop participants 
considered to be problematic and requiring clarification before the onset of future public health 
emergencies, especially emergencies that stem from infectious disease outbreaks and pandemics.  
Suggested action steps are included, as recommended by workshop participants. 
 

Expansion of Public Health Authority 
 

1. Issue: Need to clarify the implications of alternative types of federal emergency 
declarations 

 
Discussion: The President issued an emergency declaration for H1N1 under the National 
Emergency Act as opposed to the Stafford Act.  Clarification is needed as to the differences 
between the two types of emergencies, as well as how these declarations differ from the 
Secretary of HHS’s determination of a public health emergency.  Of particular concern is 
what resources flow from the various declarations. 

 
Suggested Action Steps: Develop and disseminate to state and local public health agencies a fact 
sheet that compares the implications of alternative federal emergency declarations, especially 
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for the availability of financial and other resources they trigger.  Disseminate previously 
developed FEMA matrix. 
 

2. Issue:  Need to resolve conflicting interpretations of the missing reference to 
“EMTALA” in the President’s Declaration of National Emergency on October 24, 
2009, pursuant to the National Emergencies Act.  

 
Discussion: The President’s declaration of emergency addressed Section 1135 waivers and 
named these programs as eligible for waivers: Medicare, Medicaid, the Children’s Health 
Insurance Program (SCHIP) and the Health Insurance Portability and Accountability Act 
(ACT).  EMTALA was not named in the declaration, although it was specifically named in 
the Secretary’s 1135 waiver granting CMS the authority to waive EMTALA penalties where 
indicated.  It therefore is unclear whether states may request EMTALA waivers under 
Presidential emergency declarations.  (There is speculation that EMTALA intentionally was 
excluded from the President’s declaration because of problems associated with the 
declaration of emergency that followed Hurricane Katrina in 2005.) 

 
Suggested Action Step: Request official, written resolution of this issue. 

 
Liability 

 
3. Issue: Need to clarify the different reporting requirements of the multiple federal 

vaccine injury compensation funds.  
 

Discussion: The multiple federal vaccine injury compensation funds (such as the National 
Vaccine Injury Compensation Program and the Countermeasures Injury Compensation 
Program) have different reporting and deadline requirements.  These differences may cause 
confusion for persons charged with reporting, such as vaccinators, when an injury occurs.    

 
Suggested Action Step: Develop and disseminate a fact sheet that clearly distinguishes and 
compares key reporting provisions of the different vaccine programs.  Ensure that this 
information clarifies what will be covered once H1N1 is part of a trivalent vaccine as this 
change might be an additional source of confusion. 
 

4. Issue: Need to clarify the difference between the extent of PREP Act liability 
coverage and the actions for which compensation available is under the 
Countermeasure Injury Compensation Program 

 
Discussion: The PREP Act protects a relatively wide spectrum of workers from liability for a 
variety of potential injuries caused by vaccine and by vaccine manufacture and distribution, 
absent willful misconduct.  In contrast, the Countermeasure Injury Compensation Program 
covers only administration or use of a given countermeasure.  It was proposed that there 
would be a list of the types of measures covered, but one has not been released thus far.  For 
injuries where the PREP Act offers liability protection but the Countermeasure Injury 
Compensation Program (CICP) does not provide coverage, what remedy, if any, is available 
to the injured person?  Some particular injuries described include adverse reactions to the 
countermeasure, needle pricks of healthcare workers, warehouse slip and falls, or vehicle 
accidents en route to clinics.   
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Suggested Action Step: Develop a fact sheet comparing PREP Act liability coverage to CICP 
compensation and including specification of injuries covered by the CICP.  For injuries not 
covered, determine what remedy, if any, the injured person might be able to pursue.   

 
5. Issue: Need to clarify PREP Act language regarding the applicability of immunity. 

 
Discussion: The language contained in the PREP Act declarations under ―I. Covered 
Countermeasures‖ states that immunity ―shall only be in effect with respect to: 1) Present or 
future Federal contracts, cooperative agreements… and 2) activities authorized in accordance 
with the public health and medical response of the Authority Having Jurisdiction to 
prescribe, administer….‖ (emphasis added.)  The connector ―and‖ appears to require that 
both elements be present.  State attorneys expressed concern about availability of coverage 
only in circumstances where both elements exist.  Federal attorneys suggest that the ―and‖ 
should be read as an ―or‖ and was originally intended to cover a broad range of actions, 
including relevant state or local activities, absent willful misconduct.  For example, some 
antivirals were purchased with state money at federal encouragement.  Later the state 
antivirals were shelved and stored with SNS assets so that it would be difficult to track which 
antiviral a given injured patient had received.  Construing the PREP Act declaration to 
require both elements, liability coverage would extend to the SNS asset but not the state 
asset; but construing the PREP Act declaration to require only one or the other element, 
both federal and state assets would be covered.  States are still concerned that a court may 
not come to this interpretation in a lawsuit, absent written guidance. 

 
Suggested Action Step: Either publish guidance/comments stating that the ―and‖ is meant to be 
read as an ―or‖ or amend the PREP Act declaration to state ―or‖.  

 
6. Issue:  Need to address handling of “Altered Standards of Care.”  

 
Discussion: The term ―Altered (or Crisis) Standard of Care‖ is most commonly understood as 
a change in the duty that a physician or other medical professional owes to the person being 
cared for as a consequence of unusual circumstances relating to the delivery of care. This 
duty historically has been discussed only within the context of the application of the duty 
owed by a physician or other medical professional to a specific person.  Within a public 
health context, a legal issue arises with regard to the duty owed to a large number of persons 
in need of care, particularly during a public health emergency.  Questions of how to 
equitably and consistently determine division of scarce resources (space, staff, and supplies) 
during an emergency, as well as how to limit liability for decisions made regarding scarce 
resources during an emergency, have led states to consider development of protocols.  With 
development of protocols, states must consider whether they can adequately address these 
questions when resources vary widely across the state (rural v. urban), or when it is unknown 
where an outbreak will hit first or hit hardest.  States should ensure that protocols, if 
developed, clearly state when they can be activated or whether requests are required first, as 
well as whether only some of the protocols can be activated rather than the entirety.    

 
Suggested Action Step(s): 
States should consider whether to develop protocols for division of scarce resources.  PHLP 
might consider compiling protocols from states that have already drafted them to 
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compare/contrast the breadth, depth, and content of the protocols.  States should also 
consider methods to educate the public on surge capacity and what they can expect during 
an emergency. 
 

Government-Private Sector Coordination 
 

7. Issue: Need to clarify whether the Occupational Safety and Health Administration 
(OSHA) will penalize hospitals and other institutions that follow their states’ worker 
protection recommendations if those recommendations conflict with National 
Institute for Occupational Safety and Health (NIOSH, a unit of CDC)  
recommendations or with other federal guidance for worker safety. 
 
Discussion: OSHA often closely relies on NIOSH recommendations for workplace safety 
standards.  However, it appears that at times OSHA does not release a timely ―compliance 
directive‖ stating whether it will adopt NIOSH recommendations for a particular instance.  
For instance, OSHA in 2009 ruled a hospital was in violation for not using N95 masks as 
recommended by NIOSH, even though the hospital was in compliance with guidance from 
the state and local health departments.  OSHA compliance directives on N95 masks were 
issued in November 2009, several months after that violation.  There is also concern that 
lack of compliance with NIOHS recommendations, even when not officially adopted by 
OSHA, may give grounds for private litigation if a worker or patient is injured, especially if 
the institution has received an OSHA violation notice.   
 
Suggested Action Step: Clarify the relationship between NIOSH recommendations and OSHA 
safety requirements.  Post CDC definitions of ―guidance,‖ ―recommendation,‖ and 
―requirement‖ on website.  Clarify interaction between federal law/guidance and state 
regulations.  Clarify guidance for worker safety practices if official recommendations cannot 
be met (e.g., if the supply of N95 masks is inadequate) 
 

F. Workshop Recommendations to Improve Communication about Emergent Legal Issues 
 

This section presents four recommendations by February 2010 workshop participants for steps to 
improve communication among state and local public health agencies, and with CDC, about legal 
issues that have potential to impede effective response during the course of public health 
emergencies. 
 

1.  Issue:  Need to examine alternative state approaches to expanding authority and 
improving response during public health emergencies. 

 
Discussion:  States have taken a variety of approaches to expanding public health authority 
and improving response—such as authorizing certain professions to vaccinate, 
overcoming procurement or hiring obstacles, handling school vaccination programs, and 
maintaining privacy of health information—during public health emergencies.  Many state 
and local public health agencies would benefit from understanding the pros and cons of 
these approaches but information about them is not readily available.   

 
Suggested Action Step: PHLP should consider compiling practical information on states’ 
alternative approaches, disseminating it in user-friendly forms, and creating a structured 
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menu state and local public health emergency preparedness officials and legal counsel may 
use in strengthening their emergency legal preparedness. 
 

2.  Issue:  Need to expand relationships with legal counsel in additional federal 
agencies. 

 
Discussion: State and local public health agencies sometimes pose legal questions that fall 
under the domain of HHS agencies other than CDC, such as FDA and CMS, or under the 
domain of agencies in other departments, such as DHS/FEMA.  They need ways to 
communicate effectively with such agencies during public health emergencies. 

 
Suggested Action Step: PHLP and CDC’s Office of General Counsel should establish 
permanent mechanisms for state and local public health counsel to communicate rapidly 
with counsel to those additional federal agencies.   

 
3. Issue:  Need to expand communication with, and education for, legal counsel to 

local public health agencies 
 

Discussion: Communication between state and federal attorneys has improved greatly with 
PHLP facilitation; however, communication channels with legal counsel at the local level 
are not as well developed.  Some local level legal counsel are faced with unique challenges, 
such as not being focused/specialized in public health law, being on retainer and only 
contacted as needed rather than more frequent involvement, more frequent turnover, and 
not receiving as much communication from state or federal public health agencies or 
counsel. 

 
Suggested Action Step: PHLP should consider developing additional ways to facilitate 
communication among legal counsel to local public health agencies.  PHLP should 
consider developing/disseminating materials on public health emergency law related issues 
for use by local public health agencies and their counsel. 

 
4. Issue:  Need to develop and maintain communication with legal counsel to 

hospitals, health systems, and other traditional stakeholders, as well as with 
nontraditional organizations that assisted the H1N1 response. 

 
Discussion: During H1N1, public health officials and their legal counsel have had increased 
communication with other stakeholders, such as hospitals and health systems.  Further, 
some states and localities developed relationships with uncommon partners, such as 
churches, for delivery of vaccine.   

 
Suggested Action Step: States should maintain and expand these relationships and 
connections. 

 
V. RECOMMENDATIONS FOR IMPROVED PUBLIC HEALTH EMERGENCY  
     LEGAL PREPAREDNESS 
 
The 2009-2010 H1N1 influenza pandemic was the first infectious disease pandemic to affect the 
U.S. in decades.  As of April 2010, CDC and state and local public health agencies are conducting 
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after-action reviews, assessing factors that contributed to what appears to have been a generally 
effective response, identifying lessons learned, and using that resulting new information to 
strengthen preparedness for future all-hazards public health emergencies. 
 
Legal preparedness is an integral part of comprehensive public health emergency preparedness and 
should be assessed systematically in the context of public health emergency after-action reviews.  
Identified weaknesses in legal preparedness should be addressed with the same sense of urgency as 
are weaknesses in infectious disease epidemiology, laboratory testing, administration of vaccination, 
and other response functions. 
 
Based on its sustained surveillance of legal issues associated with the H1N1 response and its 
intensive engagement with state and local public health agencies and their legal counsel throughout 
the H1N1 response, the CDC Public Health Law Program draws the following conclusion and 
makes the following recommendations to strengthen the public health system’s legal preparedness 
for future, all-hazards public health emergencies: 
 

CONCLUSION 
 
CDC, state, and local public health officials should assume that problematic legal issues will 
emerge during the response phase of large-scale public health emergencies; public health 
agencies should be fully prepared to address those issues rapidly and effectively. 
 
RECOMMENDATIONS 

 
1. Resolve Identified Legal Issues: Address unresolved legal issues related to the H1N1 

pandemic as recommended by legal counsel to state and local public health agencies. 
2. Strengthen Legal Surveillance: Improve the existing system of surveillance for 

emergent legal issues that may impede emergency response.   
3. Strengthen Legal Communications Capacity: Improve the existing communications 

network among legal counsel to state, local, and federal public health agencies to 
accelerate resolution of emergent legal issues. 

4. Engage State/Local Counsel in Emergency Planning: Legal counsel to public 
health agencies can make important contributions to the development of public health 
emergency plans—in addition to their critical role as problem solvers during the 
response phase—and should participate in their development. 

5. Assure Common Situational Awareness of Legal Issues: Public health emergency 
response managers and legal counsel may have different understandings of the 
implications of emergent legal issues.  Potential confusion can be minimized by 
improving real-time, communication between program staff and counsel during the 
response phase. 

6. Strengthen Legal Preparedness to Address All-Hazards Public Health 
Emergencies: Public health agencies should periodically assess their legal capacity to 
implement effective response to public health emergencies and make needed 
improvements.  PHLP provides a portfolio of tools for this purpose on its website 
(http://www.cdc.gov/phlp.) 

http://www.cdc.gov/phlp
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APPENDIX A 
 

Legal Issues Identified by State and Local Public Health Agencies Related to the 
A (H1N1) Influenza Pandemic, April 2009-February 2010* 

 

Category Identified A (H1N1)-Related Legal Issues 

Expansion of 
Public Health 
Authority 

1. Difference between determination of a public health emergency by the 
Secretary of Health and Human Services and a Presidential declaration 
of emergency under the Stafford Act or under the National 
Emergencies Act; implications of each 

2. Need for state public health emergency declarations; wording of these 
3. Definition of ―adequate‖ or ―minimal‖ screening under Emergency 

Medical Treatment and Active Labor Act (EMTALA) which generally 
requires that hospitals accepting Medicare payments provide patients 
coming to the emergency department medical screening and stabilizing 
treatment for emergency medical conditions without regard to 
citizenship, legal status, or ability to pay 

4. Social Security Act 1135 waivers addressed in the Presidential 
Declaration under the National Emergencies Act; waiver of EMTALA 
requirements not specifically stated within the Declaration, although 
other specific programs eligible for 1135 waivers were named: Medicare, 
Medicaid, State Children’s Health Insurance Program (SCHIP) and 
Health Insurance Portability and Accountability Act (HIPAA) 

5. Parameters of waivers of EMTALA sanctions  
6. Sample form/format of 1135 waivers for submission to Centers for 

Medicare & Medicaid Services (CMS) 
7. CMS process for approving waivers and enforcement 
8. Concern that hospitals had to be out of compliance before requesting 

the 1135 waiver; risk of not being granted the waiver † 
9. Waiver of state laws or regulations for dispensing of anti-virals 
10. Various approaches of states to waiving laws or regulations during a 

public health emergency 
11. State modification of licensing requirements to allow additional 

professions to administer vaccines during surge, such as pharmacists, 
dentists, veterinarians, EMTs, etc. 

12. Use of school nurses and facilities to administer vaccination, 
encouragement of school nurses to administer vaccines and report on 
immunizations 

13. Ability of town-run clinics to restrict A (H1N1) vaccination to residents 
of the town 

14. State authority to perform autopsies for public health purposes where 
foul play is not suspected if the state does not have a specific statute on  
point 
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Liability 15. Interplay between Public Readiness and Emergency Preparation (PREP) 
Act (which authorizes the Secretary of Health and Human Services to 
issue a declaration that provides immunity from tort liability for claims 
of loss relating to the administration or use of countermeasures to 
diseases, threats and conditions determined to constitute a present, or 
credible risk of a future public health emergency) and Emergency Use 
Authorizations (EUAs) (which the Commissioner of the Food and 
Drug Administration (FDA) may issue, once a public health emergency 
has been determined by the Secretary of Health and Human Services, or 
other type of emergency has been appropriately declared as described in 
the Project BioShield Act, for use of an unapproved drug, device, or 
biological product, or for an unapproved use of an approved drug, 
device, or biological product, assuming other statutory requirements 
have been met)  

16. Extension of shelf life of anti-virals, relabeling requirements 
17. Adequacy of patient information sheets in addressing EUAs 
18. Translation of patient information sheets into other languages 

constituting change 
19. Level of information required when reporting of adverse events 

sufficient to trigger liability protection/full PREP act coverage 
20. Assurance of liability protection for private Points of Distribution 

(PODs) 
21. Whether Tamiflu EUA requires state declaration of public health 

emergency before distribution of countermeasures 
22. Definition of ―Qualified Persons‖ under the PREP Act, extent of 

coverage 
23. PREP Act declaration wording suggests that liability extends to federal 

contracts, etc. and activities authorized in response to a public health 
emergency; requirement of both elements would limit liability to only 
federal programs and not extend to state programs † 

24. PREP Act coverage requires that the countermeasures be voluntary; 
would coverage still be extended should a state mandate that all 
healthcare workers, for example, be vaccinated † 

25. Whether PREP Act coverage extends when withholding a 
countermeasure, due to limited resources † 

26. Details regarding the Countermeasure Injury Compensation Fund; 
differences between this fund and other injury compensation funds such 
as dates/deadlines, reporting requirements, etc. † 

27. Types of injuries for which liability protection is extended under the 
PREP Act v. types of injuries compensated from the Countermeasure 
Injury Compensation Fund; remedies for persons injured in types not 
compensated by the Countermeasure Injury Compensation Fund 

28. Necessity of term ―Crisis‖ or ―Altered‖ Standards of Care for medical 
professionals during a public health emergency 

29. Criteria under which these standards of care might be considered 
30. Legal authority for standards of care, if necessary 
31. Protection of volunteer public health workers from tort liability 
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32. Reporting of adverse incidents related to H1N1 vaccination 
 

Protection of 
People 

33. Level of identifiers reported to media to inform public of risk balanced 
against individual right to privacy 

34. Prevention of disclosure of identifiable patient information 
35. Disclosure of information through channels outside of public health 

(ex. Coroner’s office) 
36. Disclosure of names of schools or school districts with students with 

confirmed A (H1N1) cases to inform other parents of risk † 
37. Implication of Family Educational Rights and Privacy Act (FERPA) for 

schools’ ability to report information to immunization registries and 
public health agencies 

38. Use of ―public safety exceptions‖ to public health information requests 
in some states to address the concern that releasing names and locations 
of influenza A (H1N1) vaccine providers might burden individual 
providers and jeopardize safety of doctors and patients 

39. Concern regarding antiquated federal and state quarantine and isolation 
laws; ensuring due process rights of individuals subject to quarantine or 
isolation orders under older laws 

40. Protection of workers from job loss or loss of income due to illness, 
exposure, caring for an ill family member, or caring for children due to 
school dismissal, in order to encourage workers not to attend work 
when ill or exposed and risk exposing others 

41. Coverage of workers by sick leave policies for exposure or quarantine 
where the worker has no known symptoms 

42. Maintenance of public benefits during  school dismissal (e.g., federal 
school meals program) 

43. Protection against deportation of undocumented persons seeking 
preventive care or treatment for A (H1N1) 

44. State mandates v. guidelines for healthcare worker vaccination 
 

Government 
Coordination 
(Federal/State/T
erritorial/Local/
Tribal) 

45. Applicability of prior Memorandums of Understanding (MOUs) to later 
distribution of Strategic National Stockpile (SNS) assets 

46. Drafting of new MOUs regarding SNS assets 
47. States’ use of SNS assets; ability to share assets with other states 
48. Level of tracking of SNS assets required; information required for 

tracking 
49. Ability to charge fee for dispensing anti-virals and other SNS assets 
50. Use of SNS assets nearing expiration for indigent patients 
51. Drafting sample ―Point Of Distribution‖ (POD) agreements for SNS 

assets 
52. Reallocation of vaccine to alleviate temporary shortages under FDA 

regulations, definition of ―emergency medical reasons‖ 
53. Vaccine provider agreements unchanged by CDC, states to revise as 

needed 
54. State/local laws or policies preventing the recruitment, hiring, or 

retention of the public health professionals necessary to respond to 
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H1N1 (ex. Merit system, furloughs, hiring freezes, posting requirements, 
contractor v. FTE, etc.)** 

55. State/local procurement laws or policies hindering respond to H1N1 
(ex. Competitive bidding)** 

56. Disposal of excess H1N1 vaccine either after expiration or after 
trivalent vaccine becomes available in fall †  

 

Government/ 
Private Sector 
Coordination 
 

57. Responding to public information requests from the media and others 
under state open public records laws for names and locations of A 
(H1N1) vaccine providers 

58. Responding to public information requests from the media and others 
under state open public records laws for locations of recalled vaccine 

59. Impact on doctors’ resources of workers needing validation to return to 
work or to prove absences; students needing validation to return to 
school or to prove absences 

60. Healthcare providers’ ability to bill $.01 for A (H1N1) vaccination to 
avoid technology/system issues 

61. Relationship of Occupational Safety and Health Administration 
(OSHA) requirements to Centers for Disease Control and Prevention 
(CDC) guidance 

62. Potential for imposition of OSHA fines on hospitals following state 
recommendations rather than CDC guidelines when these differ 

63. OSHA requirement of fit testing of N95 masks, timing/minimal 
resources 

 

Consumer 
Protection 

64. Attempts to sell fraudulent Tamiflu and other countermeasures 
65. State laws to address price gouging of vaccinations such as seasonal 

influenza, anti-virals, or medical supplies such as protective eyewear or 
N95 masks 

66. Use of general consumer protection laws to address price gouging 
 

 
*Issues on this list were identified by the Public Health Legal Counsel Listserv and/or at the H1N1 
Legal Issues Workshops in Chicago (July 2009) or Atlanta (February 17, 2010), and/or through 
other communication between state/local public health legal counsel and PHLP, unless otherwise 
noted. 
 
† These issues were first identified at the Atlanta (February 17, 2010) workshop. 
 
**These issues were identified by staff in the CDC Office of Public Health Preparedness and 
Response (formerly COTPER) as encountered by public health agency program staff. 
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APPENDIX B 
 

PARTICIPANTS IN THE H1N1 LEGAL ISSUES AFTER-ACTION 
WORKSHOP, FEBRUARY 17, 2010 

 

COUNSEL TO STATE PUBLIC HEALTH 
AGENCIES 

Jennifer Bruner 
Indiana State Department of Health 
2 N. Meridian Street 
Indianapolis, IN 46204 
317-234-2818  
jbruner@isdh.in.gov 
 
Denise Chrysler 
Michigan Department of Community Health 
201 Townsend Street 
Lansing, Michigan 48913 
517-373-3740 
chryslerd@michigan.gov  
 
Holly Dellenbaugh 
New York State Department of Health 
Rm 2482 Corning Tower 
Empire State Plaza 
Albany, NY 12237 
518-473-1403 
hmd01@health.state.ny.us 
 

Lisa Flagg 
Georgia Department of Community Health 
Office of the General Counsel 
2 Peachtree Street 
Atlanta, Georgia 30303 
404-657-2706 
liflagg@dhr.state.ga.us 
 
Priscilla Fox 
Massachusetts Department of Public Health 
250 Washington St. 
Boston, MA 02108 
617-624-5220 
priscilla.fox@state.ma.us  
 
Rick Hogan 

Arkansas Department of Health 
4815 W. Markham, Slot 31 
Little Rock, AR 72205 
501-661-2852 
rick.hogan@arkansas.gov  
 
Darrell Klein 
Nebraska Department of Health and Human Services 
P.O. Box 95026 
Lincoln, Nebraska 68509-5026 
402-471-4052 
darrell.klein@nebraska.gov 
 
Agnes Leitheiser  
Minnesota Department of Health 
625 Robert St. N. 
Mail stop C-505 
St. Paul, MN 55164 
651-201-5711 
Aggie.Leitheiser@state.mn.us 
 
Lehoa Nguyen   
California Department of Public Health 
1501 Capitol Ave. 
Sacramento, CA 97413 
916-440-7841 
lehoa.nguyen@cdph.ca.gov 
 
Dan O’Brien 
Maryland Department of Health & Mental Hygiene 
201 West Preston St.  
Baltimore, MD 21201 
410-767-1861 
obriend@dhmh.state.md.us  
 
Shannon O’Fallon 
Oregon Department of Justice 
1515 SW 5th Ave, Suite 410 
Portland, OR 97201 
971-673-1880 

mailto:jbruner@isdh.in.gov
mailto:chryslerd@michigan.gov
mailto:hmd01@health.state.ny.us
mailto:liflagg@dhr.state.ga.us
mailto:priscilla.fox@state.ma.us
mailto:rick.hogan@arkansas.gov
mailto:darrell.klein@nebraska.gov
mailto:Aggie.Leitheiser@state.mn.us
mailto:lehoa.nguyen@cdph.ca.gov
mailto:obriend@dhmh.state.md.us
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shannon.ofallon@doj.state.or.us  
 
Joyce Roper 
State of Washington Office of the Attorney General 
P.O. Box 40109 
Olympia, WA 98504-0109 
360-664-4968 
joycer@atg.wa.gov 
 
Jennifer Stilabower 
Missouri Department of Health and Senior Services 
912 Wildwood 
Jefferson City, MO 65109 
573-751-6006 
jennifer.stilabower@dhss.mo.gov 
 
John Wible 
Alabama Department of Public Health 
632 County Downs Road 
Montgomery, AL 36109 
334-206-5209 
john.wible@adph.state.al.us 
 
Linda Wiegman 
Department of State Health Services 
1100 West 49th Street 
Mail Code 1919 
Austin, TX 78756 
512-458-7111 x6966 
linda.wiegman@dshs.state.tx.us 
 

COUNSEL TO LOCAL PUBLIC HEALTH 
AGENCIES 

Joseph Durham 
100 E. Broad Street 
Suite 600 
Columbus, Ohio 43215 
614.280.1775   
jrdurham@eastmansmith.com 
 
Amy Eiden  
King County Prosecuting Attorney's Office 
W400 King County Courthouse 
516 Third Avenue 
Seattle, WA 98104 
206-296-8969  
amy.eiden@kingcounty.gov 
 
 
 

 
Priscilla Keith 
Health and Hospital Corporation of Marion County 
Indianapolis, Indiana 46250 
3838 North Rural Street  
317-221-3136 
pkeith@hhcorp.org 
 
Trina Laidlaw 
Office of Legal Counsel for Lane County 
Public Service Building, 125 East 8th Ave. 
Eugene, Oregon   97401 
(541) 682-3725 
Trina.Laidlaw@co.Lane.or.us 
  
Aaron Marcus  
Broome County, New York 
P.O. Box 1766 
Binghamton, NY 13902-1766 
607-778-2117 
amarcus@co.broome.ny.us  
 
Thomas Merrill 
NYC Department of Health & Mental Hygiene 
125 Worth Street, Room 607-CN 30 
New York, NY 10013 
212-788-5025 
tmerrill@health.nyc.gov 
 
Michele Niermann  
Kane County State’s Attorney’s Office  
100 S. Third St., 4th Fl. 
Geneva, IL 60134 
630-208-5325 
niermannmichele@co.kane.il.us 
 
J. O. Khayan Williams 
Tarrant County Criminal District Attorney’s Office 
Tim Curry Criminal Justice Center 
401 West Belknap – 9th Floor 
Fort Worth, Texas 76196-0201 
817-884-1233 
khayanwilliams@tarrantcounty.com 
 
Wendi Wright 
Chicago Department of Public Health 
333 S. State Street, Room 200  
Chicago, IL 60604  
312-747-9435 
 wright_wendi@cdph.org  

mailto:shannon.ofallon@doj.state.or.us
mailto:joycer@atg.wa.gov
mailto:jennifer.stilabower@dhss.mo.gov
mailto:john.wible@adph.state.al.us
mailto:linda.wiegman@dshs.state.tx.us
mailto:jrdurham@eastmansmith.com
mailto:amy.eiden@kingcounty.gov
mailto:pkeith@hhcorp.org
mailto:Trina.Laidlaw@co.Lane.or.us
javascript:LoadTemplateEmail('d740b7a4r303br4a7dra8b3r284514882c6',749206,%2042914684,22211612,%20true);
mailto:tmerrill@health.nyc.gov
mailto:niermannmichele@co.kane.il.us
mailto:khayanwilliams@tarrantcounty.com
mailto:wright_wendi@cdph.org
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ASTHO 
 
Sterling Elliott 
Senior Analyst, Preparedness 
2231 Crystal Dr. 
Suite 450 
Arlington, VA 22202 
202-371-9090 ext 3145 
selliott@astho.org 
 
James Blumenstock 
Chief Program Officer 
Public Health Practice 
2231 Crystal Drive, Suite 450 
Arlington, VA 22202 
571-527-3134  
jblumenstock@astho.org 
 
 
NACCHO 
 
Subha Chandar 
H1N1 Program Manager 
1100 17th Street, 2nd Floor 
Washington, DC 20036 
202-507-4201 
schandar@naccho.org 
 
 
COUNSEL TO THE U.S. DEPARTMENT OF 
HEALTH AND HUMAN SERVICES 
 
Joe Foster 
1600 Clifton Rd., NE 
Mail stop D53 
Atlanta, GA 30333 
404-639-7209 
jfoster@cdc.gov  
 
Jennifer Ray 
200 Independence Ave SW  
Washington, DC 20201 
202-205-9360 
jennifer.ray@hhs.gov 
 
Susan Sherman 
200 Independence Ave., SW 
Washington, D.C., 20201 
202-619-0166 
susan.sherman@hhs.gov  
 

CENTERS FOR DISEASE CONTROL AND 
PREVENTION, Public Health Law Program 
 
Richard Goodman 
Co-Director 
Public Health Law Program 
Centers for Disease Control and Prevention 
MS: E70 
4770 Buford Hwy, NE 
Atlanta, GA  30341 
404-498-0319 
rgoodman@cdc.gov  
 
Stacie Kershner 
ORISE Fellow 
Public Health Law Program 
Centers for Disease Control and Prevention 
MS: E70 
4770 Buford Hwy, NE 
Atlanta, GA  30341 
404-498-0321 
skershner@cdc.gov 
 
Anthony Moulton 
Co-Director 
Public Health Law Program 
Centers for Disease Control and Prevention 
MS: E70 
4770 Buford Hwy, NE 
Atlanta, GA  30341 
404-498-0323 
tmoulton@cdc.gov  
 
Daniel Stier 
Senior Public Health Analyst 
Public Health Law Program 
Centers for Disease Control and Prevention 
MS: E70 
4770 Buford Hwy, NE 
Atlanta, GA  30341 
404-498-0300 
dstier@cdc.gov

mailto:selliott@astho.org
mailto:jblumenstock@astho.org
mailto:schandar@naccho.org
mailto:jfoster@cdc.gov
mailto:jennifer.ray@hhs.gov
mailto:susan.sherman@hhs.gov
mailto:rgoodman@cdc.gov
mailto:skershner@cdc.gov
mailto:tmoulton@cdc.gov
mailto:dstier@cdc.gov
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