Order Code RL33381

CRS Report for Congress

The Americans with Disabilities Act (ADA):
Allocation of Scarce Medical Resources
During a Pandemic

Updated August 18, 2008

Nancy Lee Jones
Legislative Attorney
American Law Division

Prepared for Members and
Committees of Congress

Congressional

Research
~ § Service




The Americans with Disabilities Act (ADA):
Allocation of Scarce Medical Resources
During a Pandemic

Summary

The emergence and rapid spread of anew avian influenzavirus (H5N1) and its
potential for causing a human influenza pandemic have given rise to numerous
issues. One of theseisthe general lack of surge capacity withinthe U.S. health-care
system. Essentially, thismeansthat asevereinfluenzapandemic could lead to much
greater demand for vaccines, antiviral medications, and other medical technology,
such as ventilators, than there are supplies. This potential imbalance has led to
recommendations for priorities for medical resources for certain categories of
individuals, including recommendations in the U.S. Department of Health and
Human Services (HHS) Pandemic Influenza Plan and more recent guidance by a
federal interagency working group. Thisreport examinessel ected proposed priorities
in light of the nondiscrimination provisions of the Americans with Disabilities Act
(ADA) and Section 504 of the Rehabilitation Act of 1973. It will be updated as

appropriate.



Contents

INtrOdUCTION . . .o 1
Background . ... ... 1
Federal Pandemic Influenza Plan and Selected Allocation Proposals ... ....... 4
Nationa Strategy and Implementation Plan for Pandemic Influenza . .. ... 4
National Strategy for Pandemic Influenza ....................... 4
National Strategy for Pandemic Influenza Implementation Plan . . . . . . 4
HHS 2005 Recommendations Regarding Prioritization ................ 5
Interagency Working Group Guidance on Allocating and
Targeting Pandemic InfluenzaVaccine . ........................ 6
Other Allocation Proposals . ......ooi i e 8
The Americans with Disabilities Act and Section 504 of
theRehabilitation ACt ....... ... i 10
OV IV BV . e e 10
Definition of Disability ......... ... ... . i 12
Application of the ADA and Section 504 to the Allocation of
ScarceMedical RESOUICES ... .. oo i 13
INtroduction .. ... ... e 13
Individual Medical Treatment Decisions . . ..................... 13
Alexander v.Choate . . . ...t 14
Oregon Medicaid Waiver Proposals . ..., 14
Organ Transplant Policies ............. ... ... ... 15
ApPPlICaION . ..o 16
List of Figures
Figure 1. Vaccination Tiers and Target Groups for a Severe Pandemic ........ 8



The Americans with Disabilities Act (ADA):
Allocation of Scarce Medical Resources
During a Pandemic

Introduction

The emergence and rapid spread of anew avian influenzavirus (H5N1) and its
potential for causing a human influenza pandemic have given rise to numerous
issues. One of these is the general lack of surge capacity within our health-care
system. Essentialy, thismeansthat a severeinfluenzapandemic could lead to much
greater demand for vaccines, antiviral medications, and other medical technology,
such as ventilators, than there are supplies. This potential imbalance has led to
recommendations for priorities for medical resources for certain categories of
individuals, including recommendations in the U.S. Department of Health and
Human Services (HHS) Pandemic Influenza Plan and more recent guidance by a
federal interagency working group. Thisreport examines sel ected proposed priorities
in light of the nondiscrimination provisions of the Americans with Disabilities Act
(ADA) and Section 504 of the Rehabilitation Act of 1973. It will be updated as

appropriate.

Background

The increased transmission of the H5NI virus among avian populations has
raised concerns about a possible mutation of the virus that might cause a human
influenza pandemic.! The possibility of a human influenza pandemic similar to the
one in 1918, or even similar to the more moderate pandemics of 1957 and 1968, has
raised questions about the ability of our health-care system to respond to such a
crisis? Julie Gerberding, the Director of the Centers for Disease Control and

! For adetailed discussion of pandemic influenza, preparedness, and response, see CRS
Report RL 33145, Pandemic Influenza: Domestic Preparedness Efforts, by Sarah A. Lister.

2 For ahistory of the 1918 pandemic, see John M. Barry, THE GREAT INFLUENZA (Penguin
Books: New York, 2004). “In 1918 an influenza virus emerged — probably in the United
States — that would spread around the world.... Before that world-wide pandemic faded
away in 1920, it would kill more people than any other outbreak in human history.... The
lowest estimate of the pandemic’s worldwide death toll is twenty-one million, in aworld
with a population less than one-third today’s.... Epidemiologists today estimate that
influenzalikely caused at |east fifty million deaths worldwide, and possible as many asone
hundred million.... And they died with extraordinary ferocity and speed. Although the
influenza pandemic stretched over two years, perhaps two-thirds of the deaths occurred in

(continued...)
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Prevention (CDC), stated in congressional testimony that “medical surge capacity is
limited, and could be vastly outpaced by demand.”?

In aHouse hearing, Dr. Tara O’ Toole, the chief executive officer and director
of the Center for Biosecurity at the University of Pittsburgh Medical Center, noted
that CDC has created a computer model that allows each hospital to calculate how
much surge capacity would be needed if ahuman influenzapandemic similar to that
of 1918 were to occur. As an example, Dr. O’ Toole calculated the data for the
Atlanta area and provided the following description for those hospitals.

For example, in a 1918 type pandemic, in the Atlanta metro area, that region
would require 300% of its current (pre-epidemic) hospital bed capacity to care
for flu patients (and the necessary clinical staff to care for this increase in
patients); 700% of Atlanta’s pre-epidemic Intensive Care Unit capacity and
nearly four times as many ventilators to care just for the flu patients. These
demands do not take into account the resources that would be required to meet
normal ongoing critical medical needs (care of heart attack victims, etc.).*

Similarly, although efforts are underway to develop vaccines and stockpile
antiviral drugs, it is unlikely that there would be sufficient quantities of these
medications for all who might seek them during a pandemic.> HHS has noted that
it will be six months after the start of a pandemic before current technology will

2 (...continued)
a period of twenty-four weeks, and more than half of those deaths occurred in even less
time, from mid-September to early December 1918." At 4-5.

3 Avian Influenza: Hearing Before the Subcommittee on Foreign Operations, Export
Financing and Related Programs of the House Appropriations Committee, 109" Cong., 2d
Sess. (March 2, 2006), Testimony of Dr. JulieL. Gerberding, Director, Centersfor Disease
Control and Prevention, U.S. Department of Health and Human Services, reprinted at
[http://Iwww.hhs.gov/asl /testify/t060302b.html].

* Pandemic Flu: Joint Hearing Befor e the Prevention of Nuclear and Biol ogical Attack and
Emergency Preparedness, Science and Technol ogy Subcommittees of the House Homeland
Security Committee, 109" Cong., 2d Sess. (February 8, 2006), Testimony of Dr. Tara
O'Toole. Even with a moderate epidemic, the CDC has estimated an increase in
hospitalization and intensive care unit demand of more than 25%. See HHS Pandemic
Influenza Plan, Appendix D, [http://www.hhs.gov/pandemicflu/plan/appendixd.html].

® See Department of Health and Human Services (HHS), Pandemic Planning Update (March
13, 2006); Lawrence O. Gostin, “Medical Countermeasuresfor Pandemic Influenza: Ethics
and the Law,” 295 JAMA 554 (February 1, 2006). Information from WHO has projected
that the potential supply of pandemic influenza vaccine has sharply increased due to recent
scientific advances and increased vaccine manufacturing capacity. “Last spring, the World
Health Organization (WHO) and vaccine manufacturers said that about 100 million courses
of pandemic influenzavaccine based on the HSN1 avian influenzastrain could be produced
immediately with standard technology. Experts now anticipate that global production
capacity will rise to 4.5 bhillion pandemic immunization courses per year in 2010."
“Projected Supply of Pandemic InfluenzaV accine Sharply Increases,” [http://www.who.int/
mediacentre/news/rel eases/2007/pr60/en/index.html].
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allow devel opment of awell-matched vaccine.® Inan effort to addressthissix-month
period, the United States has, as of the end of 2007, stockpiled approximately 13
million doses of a pre-pandemic vaccine, with the expectation that this vaccine will
provide at least partial protection against new virus strains.” To provide maximum
protection, however, a vaccine must be developed from the virus that is causing a
pandemic, and the specific virus would not be known until there is a pandemic.
Matched vaccine supplies will be limited or nonexistent at the start of a pandemic.?

Antiviral drugs would also be in short supply during a pandemic. The United
States is working toward a goal of stockpiling 81 million treatment doses, both
federal and state.” Currently, approximately 50 million antiviral treatment courses
have been stockpiled.’® However, since viruses can develop resistence to current
antivilrlal drugs, HHS has awarded $103 million to devel op anew influenza antiviral
drug.

In situations such as bioterrorism or pandemic influenza, where resources are
limited, issues concerning altered standards of care may arise. The allocation of
scarce medical resourceswould be part of this broader issue.** Onediscussion of the
overall issueof altered standardsof care noted that “ under normal conditions, current
standards of care might be interpreted as calling for the allocation of all appropriate
health and medical resourcesto improvethe health status and/or savethelife of each
individual patient. However, should a mass casualty event occur, the demand for
care provided in accordance with current standards would exceed system
resources.”*® This report also notes that “altered standards’ is not defined but

¢ Department of Health and Human Services (HHS), Pandemic Planning Update IV at 7
(July 18, 2007) [http://mww.pandemicflu.gov/plan/panflureport4.html].

" Department of Health and Human Services (HHS), Pandemic Planning Update V (March
17, 2008) [http://www.pandemicflu.gov/plan/panflureports.html].

8 World Health Organization, “WHO Guidelines on the Use of Vaccines and Antiviral
During Influenza Pandemics,” (2004) [http://www.who.int/csr/resources/publications/
influenzalWHO_CDS CSR_RMD_2004 8/en/index.html].

° Department of Health and Human Services (HHS), Pandemic Planning Update IV at 9
(July 18, 2007) [http://mww.pandemicflu.gov/plan/panflureport4.html].

10 Department of Health and Human Services (HHS), Pandemic Planning UpdateV (March
17, 2008) [http://www.pandemicflu.gov/plan/panflureports.html].

1 Department of Health and Human Services (HHS), Pandemic Planning Update IV at 9
(July 18, 2007) [http://mww.pandemicflu.gov/plan/panflureport4.html].

12 |n addition to short supplies of vaccines and antiviras, many hospitals and emergency
roomsare currently operating either at or over capacity with little surge capacity for alarge
influx of additional patients. A report by the Institute of Medicine noted that in many cities
hospitals and trauma centers have problems dealing with multiple car highway crashesand
concluded that “the lack of adequate hospital surge capacity is a serious and neglected
element of current disaster preparednessefforts.” Seelnstitute of Medicine, Hospital-Based
Emergency Care: At the Breaking Point 206-207 (June 14, 2006).

¥ Hedlth Systems Resources, “Altered Standards of Care in Mass Casualty Events,” 8
(April 8, 2005), prepared for the Department of Health and Human Services, printed at
(continued...)
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“generaly is assumed to mean a shift to providing care and allocating scarce
equipment, supplies, and personnel in away that savesthe largest number of livesin
contrast to the traditional focus on saving individuals.”** This could mean applying
principles of triage, the process of sorting victims according to their need for
treatment and the resources available.

Federal Pandemic Influenza Plan and
Selected Allocation Proposals

National Strategy and Implementation Plan
for Pandemic Influenza

National Strategy for Pandemic Influenza. On November 1, 2005,
President Bush issued the National Strategy for Pandemic Influenza. The national
strategy is a guide to preparedness and response to an influenza pandemic and
provides aframework for federal government planning for an influenza pandemic.™
Thegoalsof thenational strategy are” (1) stopping, slowing or otherwiselimiting the
spread of a pandemic to the United States; (2) limiting the domestic spread of a
pandemic, and mitigating disease, suffering and death; and (3) sustaining
infrastructure and mitigating impact to the economy and the functioning of society.”
The National Strategy also emphasizes the need to establish priorities for the
allocation of vaccines and antivirals prior to the outbreak of a pandemic. These
priorities would be updated immediately after the outbreak begins, based on the
at-risk populations, available supplies, and the characteristics of the virus.*®

National Strategy for Pandemic Influenza Implementation Plan. In
May 2006, the Homeland Security Council issued the implementation plan for the
National Strategy. Thisplanisdescribed as*acomprehensive effort by the Federal
Government toidentify the critical stepsthat must betakenimmediately and over the
coming months and years to address the threat of an influenza pandemic.”*’

13 (...continued)
[http://www.ahrg.gov/research/altstand/altstand. pdf].

d.

151t should be noted that states and localities are generally responsible for public health
emergency response. For a discussion of state pandemic plans that are required as a
condition of federal funding for pandemic preparedness, see CRS Report RL34190,
Pandemic Influenza: An Analysis of State Preparedness and Response Plans, by Sarah A.
Lister and Holly Stockdale.

16 National Strategy for Pandemic I nfluenza, November 1, 2005, at [ http://www.whitehouse.
gov/homel and/pandemi c-influenza.html]. TheNational Strategy isto beconsistentwith The
National Security Strategy and the National Strategy for Homeland Security.

" Homeland Security Council, National Strategy for Pandemic I nfluenza | mplementation
Plan, viii (May 2006). See also National Srategy for Pandemic Influenza Implementation
Plan One Year Summary(July 17, 2007) [http://www.whitehouse.gov/homeland/
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In its chapter on protecting human health, the implementation plan discusses
prioritiesfor scarce resources and notesthat federal guidelines are being devel oped.
Theseguidelinesareto reflect the goals of the national strategy, as noted above. The
implementation plan noted that priorities for vaccines and antiviral drugs will vary
depending on the severity of the pandemic and the supply of vaccines and antiviral
medications. For example, if supplies of vaccine and antivira drugs are limited,
vaccinemay bereserved for personnel who maintain critical infrastructureand health
careproviders. Theimplementation plan further notesthat therecommendationsthat
are included in the HHS Pandemic Influenza Plan, discussed infra, provide initial
guidance regarding the potential target groups being considered.

Theimplementation plan discusses medical standards of care and observesthat
“[1]f apandemic overwhel msthe health and medical capacity of acommunity, it will
beimpossibleto provide the level of medical carethat would be expected under pre-
pandemic circumstances.”*® The plan also notes that approaches to medical care
would change.

In a pandemic, hospital and ICU beds, ventilators, and other medical services
may berationed. Asin other situations of scarce medical resources, preference
will be given to those whose medical condition suggeststhat they will obtain the
greatest benefit from them. Such rationing differs from approaches to care in
which resources are provided on a first-come, first-served bases or to patients
with the most severeillnesses or injuries.®®

HHS 2005 Recommendations Regarding Prioritization

The Department of Health and Human Services (HHS) issued a pandemic
influenza plan in November 2005 that providesinitial guidance for HHS pandemic
influenza preparedness planning and response and offers detailed guidance to states
and localities for their planning and response.”® The executive summary of the plan
notes that “an influenza pandemic has the potential to cause more death and illness
than any other public healththreat” and that “itisunlikely that therewill be sufficient
personnel, equipment, and supplies.”® The plan also emphasizes that influenza

17 (...continued)
pandemic-influenza-oneyear.html].

81d. at 110.
¥d.

2 HHS Pandemic Flu Plan [http://www.hhs.gov/pandemicflu/plan/overview.html]. The
ethical issuesregarding allocation of medical resources are beyond the scope of thisreport.
For adiscussion of these issues, see CRS Report RL32655, Influenza Vaccine Shortages
and Implications, by Sarah A. Lister and Erin D. Williams. Similarly, quarantine and
isolationissuesareal so beyond the scope of thisreport. See CRS Report RL33201, Federal
and State Quarantine and Isolation Authority, by Kathleen S. Swendiman and Jennifer K.
Elsea, and CRS Report RL 33609, Quarantineand I solation: Selected Legal | ssuesRelating
to Employment, by Nancy Lee Jones and Jon O. Shimabukuro.

2d.
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preparedness is a “shared responsibility” between the federal, state, and local
governments.”

Appendix D of the HHS pandemic influenza plan contains recommendations
regarding prioritization of pandemic influenza vaccine and antiviral drugs and
includestherationalefor the prioritization. Thefirst priority individualsfor vaccines
would bethoseinvolvedinvaccineand antiviral manufacturing and medical workers,
because they would be needed to assure maximum production of vaccine and
antiviral drugsand to provide medical care. The second group would beindividuals
at high risk of hospitalization and death, excluding the elderly in nursing homes and
those who areimmunocompromi sed, because they woul d not be expected to respond
well to vaccination. The recommendations also rank various other groups. Healthy
children do not receive priority under these recommendations.

The recommendations for priority treatment differ for antiviral drug use. The
first priority group to receive antivira drugs would be patients admitted to the
hospital due to severe influenzaillness; the second priority group would be health-
care workers. The next tier would include influenza patients at greatest risk of
hospitalization and death, including immunocompromised persons and pregnant
women. After this group would be pandemic health responders, including vaccine
and antiviral manufacturers, police, fire fighters, corrections officials, and
government decision makers. The recommendations also rank various other
groups.”® Theindividualsin these groups may receive antiviral drugs for treatment
or, in some cases, as a preventative measure.

Interagency Working Group Guidance on Allocating
and Targeting Pandemic Influenza Vaccine

OnJuly 23, 2008, HHS and the Department of Homel and Security (DHS) issued
a report entitled “Guidance on Allocating and Targeting Pandemic Influenza
Vaccine.”? On December 14, 2006, HHS had i ssued arequest for information (RFI)
in the Federal Register asking for “input on pandemic influenza vaccine
prioritization considerationsfromall interested and affected parties....”* Inaddition,
the request for information indicated that limiting transmission may be an objective.
The Homeland Security Council Implementation Plan requires HHS with the
Department of Homeland Security (DHS) to make priority recommendations for

21d. For adiscussion of how this shared responsibility might work, see “ Enhancing Public
Health and Medical Preparedness: Reauthorization of Public Health Security and
Bioterrorism Preparedness and Response Act,” Hearing before the Senate Committee on
Health, Education, Labor and Pensions, 109" Congress, 2d Sess. (March 16, 2006),
Testimony of Richard A. Falkenrath.

% See HHS Pandemic Influenza Plan, Appendix D [http://www.hhs.gov/pandemicflu/plan/
appendixd.html].

24 .S. Department of Health and Human Services, U.S. Department of Homeland Security,
“Guidance on Allocating and Targeting Pandemic Influenza Vaccine,” (July 23, 2008)
[http://www.hhs.gov/news/press/2008pres/07/20080723a.html].

% 71 Fed.Reg. 75252 (December 14, 2006).
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accessto pre-pandemic and pandemicinfluenzavaccines. Therecommendationsare
to reflect the pandemic response goals that were described in the Implementation
Plan,” as well as maintaining national security.

Thefederal interagency working group used theinput gained from this RFI and
issued draft guidance on October 17, 2007.%” After consideration of comments, final
guidance wasissued on July 23, 2008.# The guidance for pandemic vaccine differs
markedly from the HHS 2005 recommendations. Although both schemeswould give
priority to health care workers and vaccine manufacturers, the 2005
recommendations largely emphasize treatment for the most vulnerable popul ations,
the sick and elderly, while the guidance would give lower priority to these groups.
Theguidancecreatestiersfor coverage, and variesthevaccination priority depending
on the severity of the pandemic. Since pandemicsthat have higher case fatality rates
are more likely to disrupt essential services, threaten public order and homeland
security, and disrupt supply chains, individualswho are necessary for thesefunctions
would receive ahigher priority in asevere pandemic. Conversely, individuals with
high risk conditions making them more vulnerable to serious illness would receive
greater priority in aless severe pandemic.

The guidance gives its highest rank to deployed forces, critical health-care
workers, fireand police, and pregnant women, infants, and toddl ers. Theimportance
of maintaining homeland and nationa security is highlighted and the guidance
recogni zes the following objectives as the most important:

e protecting those who are essential to the pandemic response and
providing care for persons who areill,

e protecting those who maintain essential community services,

e protecting children, and

. protgcti ng workers who are at greater risk of infection due to their
job.

% These goalsare“ (1) stopping, slowing or otherwise limiting the spread of a pandemic to
the United States; (2) limiting the domestic spread of a pandemic, and mitigating disease,
suffering and death; and (3) sustaining infrastructure and mitigating impact to the economy
and the functioning of society.” National Strategy for Pandemic Influenza, November 1,
2005, at [http://www.whitehouse.gov/homel and/pandemi c-influenza.html].

Z “Draft Guidance on Allocating and Targeting Pandemic Influenza Vaccine,”
[http://www.pandemicflu.gov/vaccine/prioriti zation.html].

% .S. Department of Health and Human Services, U.S. Department of Homeland Security,
“Guidance on Allocating and Targeting Pandemic Influenza Vaccine,” (July 23, 2008)
[http://www.hhs.gov/news/press/2008pres/07/20080723a.html].

# 1d. at 10-11.
¥ 1d. at 3.
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Figure 1. Vaccination Tiers and Target Groups for a Severe Pandemic
Population
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Source: U.S. Department of Health and Human Services, U.S. Department of Homeland
Security, “ Guidance on Allocating and Targeting Pandemic Influenza Vaccine,” (July 23,
2008) [http://www.hhs.gov/news/press/2008pres/07/20080723a.html].

Other Allocation Proposals

Other proposals also have been made for the allocation of scarce medical
resources.®® The World Health Organization (WHO) has suggested, as planning
guidance, providing vaccines to “essential service providers, including health care
workers’ and groups at high risk of death and severe complications.*

In addition, other individuals have advanced allocation proposals in journal
articles. For example, two emergency medicine physicians have proposed criteria
for ventilatory support administration and for withdrawal of ventilatory support. The
first tier for not offering and withdrawing ventilatory support under this proposal

3 For amore detail ed discussion of various proposal's, see CRS Report RL 32655, Influenza
Vaccine Shortages and Implications, by Sarah A. Lister and Erin D. Williams. It should be
noted that other countries use other ranking systems. For exampl e, the Canadian planwould
rank healthy children below healthy adults, whereas the 2005 HHS plan would group
healthy adultsand childrentogether. The Canadian plan may befound at [ http://www.phac-
aspc.gc.calcpip-pclepi/index.html].

%2 World Health Organization, “WHO Guidelines on the Use of Vaccines and Antiviral
during Influenza Pandemics,” [http://www.who.int/csr/resources/publications/influenza/
WHO_CDS CSR_RMD_2004_8/en/index.html].
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wouldincludeindividual swith persistent hypotension unresponsiveto adequatefluid
resuscitation and signs of additional end-organ dysfunction. Thisproposal hasasits
second tier for receiving no services patients with various preexisting conditions,
such as acute renal failure requiring hemodialysis and AIDS.*® Another group of
commentatorshasexplored theissuesrelatingto “reversetriage,” that is, discharging
certain patients from hospitals to create room for other patients.®

Other commentatorshavearguedfor a“life-cycleallocation principle,” rejecting
other commonly used ethical principlesfor allocation such as“save the most lives,”
and “first come, first served.” ® Their theory would give priority to individuasfrom
early adolescenceto middle age “ on the basis of the amount the person (has) invested
in hisor her life balanced by the amount left to live.”*

The Infectious Diseases Society of America (IDSA) issued areport in January
2007 containing principles for action during an influenza pandemic and specific
recommendations.®” IDSA emphasized the need for guidance concerning priorities
for vaccines and observed that “[t]he U.S. must preserve medica readiness by
ensuring that health care workers, including physicians, nurses, pharmacist, allied
health personnel, first responders, and others are able to perform their duties during
an influenza pandemic.”® In its response to the HHS request for information on
vaccine prioritization, IDSA noted that the principle served by the priorities should

¥ John L. Hick, MD and Daniel T. O’ Laughlin, MD, “ Concept of Operations for Triage of
Mechanical Ventilation in an Epidemic,” 13 ACADEMIC EMERGENCY MEDICINE 223
(February 2006). For an analysis and criticism of this article and a discussion of an
“evidence-based standard of care,” see Kriti L. Koenig, David C. Cone, Jonathan L.
Burstein, and CarlosA. Camego, Jr., “ Surgingto the Right Standard of Care,” 13 ACADEMIC
EMERGENCY MEDICINE 195 (February 2006). See also Lawrence O. Gostin, “Medical
Countermeasures for the Pandemic Influenza: Ethics and the Law,” 295 JAMA 554
(February 1, 2006).

3 Chadd K. Kraus, Frederick Levy, and Gabor Kelen, “Lifeboat Ethics: Considerationsin
the Discharge of Inpatients for the Creation of Hospital Surge Capacity,” 1 DISASTER
MEDICINE AND PUBLIC HEALTH PREPAREDNESS 51 (July 2007).

%5 Ezekiel J. Emanuel and Alan Wertheimer, “Who Should Get Influenza V accine When
Not All Can?’ 312 SCIENCE 854 (May 12, 2006).

% |d. at 855. Several organizations, including the Institute of Medicine and the National
Vaccine Program Office in the Department of Health and Human Services, sponsored a
public engagement pilot project on pandemic influenza (PEPPPI) to discuss and rank goals
for a pandemic influenza vaccination program and to test amodel for engaging citizens on
vaccine related policy decisions. The report of these groups concluded that assuring the
functioning of society should bethefirstimmunizationgoal followed by reducingindividual
deaths and hospitalizations. There was little support among this group for vaccinating
younger people first. See “Citizens Voices on Pandemic Flu Choices: A Report of the
Public Engagement Pilot Project on Pandemic Influenza’ (December 2005).

37 [ http://www.idsociety.org/WorkArea/showcontent.aspx 2 d=5728] .
#d. at 15.
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be “mitigation of suffering and death while sustaining the functioning of society.”*
The exact implementation of this principle would depend upon the particular
epidemiological characteristicsof apandemic. For example, apandemic that caused
high death rates among children but not adults would necessitate different priorities.
Generally, IDSA noted the importance of critical infrastructure personnel and key
health care providers. However, the comments aso noted that “a scheme that
incorporates consideration of years of life lost, or years of quality lifelost should be
considered” and that the life-cycle proposal of Ezekiel Emanuel and Alan
Wertheimer, which was discussed previously, was a “good starting point.”

The New York State Department of Health issued a draft plan on March 15,
2007, for determinating who would receive ventilator treatment during a pandemic
where thereis ashortage of ventilators.*® The draft plan would apply to all patients
in acute care hospitals in the state without regard for age, occupation, or rolein the
community, and would be applicableonly asalast resort after hospitals had cancel ed
elective medical procedures. The plan did not list specific diseases or age as
exclusion criteria but focused on functionality, using a sequential organ failure
assessment score. There would be no priority for health care workers or first
responders. Theproposal also addresseslegal issues, noting that thedocument, when
finalized, would provide strong evidence regarding an acceptable standard of care.
The New Y ork State Department of Health is seeking comments on the draft plan.

Although a detailed analysis of the plans of various countries is beyond the
scope of thisreport, it should be noted that different countries approach prioritiesfor
vaccines and other medical suppliesin variousways. A 2006 analysis of pandemic
plansfrom forty-five countriesfound marked variability in proposed vaccine priority
schemes, in particular with respect to the priority ranking assigned to children.*

The Americans with Disabilities Act and
Section 504 of the Rehabilitation Act

Overview

The Americans with Disabilities Act (ADA)* has often been described asthe
most sweeping nondiscrimination legislation since the Civil Rights Act of 1964. It
provides broad nondiscrimination protection in employment, public services, public
accommodation and services operated by private entities, transportation, and
telecommuni cationsfor individual swith disabilities. Congressfoundthat individuals

% [ http://www.idsociety.org/WorkArea/showcontent.aspx 2 d=5728] .
“0 [nttp://www.heal th.state.ny.us/press/rel eases/2007/2007-08-23_vent_comments.htm].

1 L. Uscher-Pineset al ., “ Priority Setting for Pandemic Influenza: An Analysis of National
Preparedness Plans,” PLoS Medicine, vol. 3, no. 10, October 17, 2006.

42 42 U.S.C. 8812101 et seq. For amore detailed discussion of the ADA, see CRS Report
98-921, The Americanswith Disabilities Act (ADA): Satutory Language and Recent | ssues,
by Nancy Lee Jones.
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with disabilities continually encounter various forms of discrimination, often
resulting from “ stereotypic assumptions not truly indicative of theindividual ability
of such individuals to participate in, and contribute to, society.”* As stated in the
act, the ADA’s purpose is “to provide a clear and comprehensive national mandate
for the elimination of discrimination against individuas with disabilities.” *

Title 1l of the ADA prohibits discrimination by state and local governments,
whereas Title Il of the ADA prohibits discrimination by places of public
accommodation, which are defined to include hospitals or offices of a health-care
provider.** Many of the concepts used in the ADA originated in Section 504 of the
Rehabilitation Act of 1973 and itsinterpretations, and thetwo statutesaregenerally
interpreted in the same manner, although their areas of coverage differ somewhat.
Section 504 prohibits discrimination against individuals with disabilities in any
program or activity receiving federal financial assistance, in the executive branch, or
the U.S. Postal Service; the ADA covers the private sector and state and local
governments.

Although the ADA does not specifically mention coverage of disasters, its
provisionsare broad and would provide nondi scrimination protection for emergency
situations. The Department of Justice has observed that “ one of the most important
roles of local government isto protect their citizenry from harm, including helping
peoplepreparefor and respond to emergencies. Making local government emergency
preparedness and response programsaccessi bleto peoplewith disabilitiesisacritical
part of thisresponsibility. Making these programs accessibleisalso required by the
ADA.¥

The Department of Justice has issued an ADA guide for local governments
regarding making community emergency preparedness and response programs
accessi bleto people with disabilities.® Thisguideincludes planning for individuas
who use oxygen or respirators or who have need for medications; however, theguide
is focused on disasters that occur during a short period of time and in a specific
location, such asaterrorist attack or hurricane, rather than on an influenza pandemic,
which could last more than ayear and span the world. Despite thisfocus, the ADA
would appear to require planning undertaken regarding a potentia influenza
pandemic to including planning for individuals with disabilities.

42 U.S.C. §12101(7).

“ 42 U.S.C. §12101(b)(1).
% 42 U.S.C. §12181(7).

% 29 U.S.C. §794.

4" [http://www.usdoj.gov/crt/adalemergencyprep.htm]. This requirement would be under
Title Il of the ADA, which covers state and local governments. For a discussion of
emergency preparedness under the ADA, see CRS Report RS22254, The Americans with
Disabilities Act and Emergency Preparedness and Response, by Nancy L ee Jones.

% 1d.
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Definition of Disability

The starting point for an analysis of rights provided by the ADA or Section 504
iswhether anindividua isanindividua with adisability. Theterm*“disability,” with
respect to an individual, is defined as “(A) a physical or mental impairment that
substantially limits one or more of the major life activities of suchindividual; (B) a
record of such an impairment; or (C) being regarded as having such an
impairment.”* This definition, which has been the subject of numerous cases
brought under the ADA, including major Supreme Court decisions, isdrawnfromthe
definitional section applicable to Section 504 of the Rehabilitation Act of 1973.%°
Themost likely discrimination issue that would arise under the ADA or Section 504
during an influenza pandemic would bewhether an existing disability, such asvisual
impairment, affects the provision of medical servicesto an individual.

However, there could also be situations where infection with the pandemic
influenza virus could raise issues under these statutes. Individuals with serious
contagious diseases, such as pandemic influenza, would most likely be considered
individuals with disabilities,® although the nondiscrimination mandates are not
applicableif anindividual isadirect threat to the health or safety of others.> Thus,
evenif anindividual infected with a pandemic influenza virus was determined to be
anindividua with adisability, aphysician or other health-care provider may not be
required to treat that individual if doing so would create adirect threat to the health
of the provider.>

%942 U.S.C. §12102(2). For adetailed discussion of the ADA’ sdefinition of disability, see
CRS Report RL33304, The Americans with Disabilities Act (ADA): The Definition of
Disability, by Nancy Lee Jones.

% 29 U.S.C. §706(8). Legisation— H.R. 3195, 110" Cong. and S. 3406, 110" Cong. —
that would amend the definition of disability to broaden the scope from that determined by
Supreme Court decisionsiscurrently pending. For adiscussion of thislegislation see CRS
Report RS22901, The Americans with Disabilities Amendments Act, by Nancy L ee Jones.

1 See Bragdon v. Abbott, 524 U.S. 624 (1998), where the Supreme Court found that an
HIV-infected individual was covered by the ADA, and School Board of Nassau County v.
Arline, 480 U.S. 273 (1987), where the Supreme Court found that an individual with
tuberculosis was covered under Section 504.

%2 For amore detailed discussion of thisissue, see CRS Report RS22219, The Americans
with Disabilities Act (ADA)Coverage of Contagious Diseases, by Nancy Lee Jones.

% Bragdon v. Abbott, 524 U.S. 624 (1998). In Bragdon, although the HIV-infected
individual wasfound to be anindividual with adisability, and thus covered under the ADA,
the direct threat exemption was discussed and the case was remanded for consideration of
whether filling the cavity of an HIV-infected individual would create a direct threat of
transmission.
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Application of the ADA and Section 504 to
the Allocation of Scarce Medical Resources

Introduction. Titlell of the ADA prohibits discrimination by state and local
governments, whereas Title |1l of the ADA prohibits discrimination by places of
public accommodation, including hospitals or offices of a health-care provider.>
Section 504 prohibits discrimination against individuals with disabilities in any
program or activity receiving federal financial assistance, in the executive branch, or
inthe U.S. Postal Service® If a state or locality provides a service, a “qualified
individual with a disability” may not be denied the benefits of the service or be
subject to discrimination.® “Qualified individual with adisability” isdefined for the
purposes of Title Il of the ADA as “an individual with a disability who, with or
without reasonable modifications to rules, policies, or practices, the removal of
architectural, communication or transportation barriers, or the provision of auxiliary
aids and services, meets the essential eligibility requirements for the receipt of
services or the participation in programs or activities provided by a public entity.”*’
The Section 504 regulations define the term “qualified handicapped person” as
meaning in relevant part “a handicapped person who meets the essential eligibility
requirements for the receipt of such services.”*®

There has been no situation directly analogous to one that might be posed by
allocation issues regarding medical resources during an influenza pandemic, but
some situations have arisen that may be instructive. These include situations
involving individual medical treatment decisions, the reduction of the number of
inpatient hospital days paid for by Medicaid, allocating health-care services under
Medicaid in a proposed Oregon Medicaid waiver, and organ transplant allocation
policies.

Individual Medical Treatment Decisions. The ADA and Section 504 of
the Rehabilitation Act of 1973 have been found not to apply to individual medical
treatment decisions.® In other words, a physician’s medical judgment concerning
treatment will begiven deferenceand generally will not trigger discriminationissues.
The requirement that an individual with adisability be qualified has been seen by at
least one court to be “geared toward relatively static programs or activities such as

> 42 U.S.C. §12181(7).

* 29 U.S.C. §794.

% 28 C.F.R. §35.130 (ADA regulations); 45 C.F.R. 84.4 (Section 504 regulations).
> 42 U.S.C. §12131(2).

% 45 C.F.R. 884.3(1)(4).

% Burger v. Bloomberg, 418 F.3d 882 (8" Cir. 2005)(“... alawsuit under the Rehab Act or
the Americans with Disabilities Act (ADA) cannot be based on medical treatment
decisions.”); Schiavo ex rel. Schindler v. Schiavo, 403 F.3d 1289, 1294 (11" Cir. 2005);
Fitzgerald v. Corr. Corp. of America, 403 F.3d 1134, 1144 (10" Cir. 2005); Wilson v.
Woodford, 2006 U.S. Dist. LEX1S 12330 (E.D. Calif. March 23, 2006)(“ The treatment, or
lack of treatment, concerning Plaintiff’s medical condition does not provide a basis upon
which to impose liability under the RA or ADA.")
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education” and thus is unable to be applied in “the comparatively fluid context of
medical treatment.”®® When the disability is related to the condition to be treated,
courts have found that “it will rarely, if ever, be possible to say ... that a particular
decision was ‘ discriminatory.’”® However, in one district court case, Section 504
was found to require the provision of medical trestment to an anencephalic infant,
despite the advice of physicians and the hospital’ s ethics committee recommending
that the child not be resuscitated.®

Alexander v. Choate. Questions have also been raised regarding the
application of Section 504 and the ADA to the application of policies regarding
medical resources. In Alexander v. Choate,* the Supreme Court grappled with the
issue of whether a reduction of the number of inpatient hospital days paid for by
Medicaid would violate Section 504. This reduction would have a disparate impact
onindividual swith disabilities, but thisa onewas not seen assufficient to violatethe
nondiscrimination requirements. Upholding Tennessee's 14-day limitation, the
Supreme Court stated:

Section 504 does not require the State to alter this definition of the benefit being
offered simply to meet the reality that the handicapped have greater medical
needs.... Section 504 seeksto assure even-handed treatment and the opportunity
for handicapped individuals who participate in and benefit from programs
receiving federal assistance... The Act does not, however, guarantee the
handicapped equal results from the provision of state Medicaid, even assuming
some measure of equality of health could be constructed.®

Oregon Medicaid Waiver Proposals. Similar issues were raised in the
early 1990s by the state of Oregon M edicaid waiver proposal, which attempted to set
priorities for alocating health-care services.®® The methodology used to set the
priorities for the ranking in the Oregon plan involved data supplied by health-care
providers (e.g., the likelihood of recovery from certain diseases or conditions) and
“values’ contributed by the general public through public hearings and community
meetings, in atelephone survey, and by the Oregon commissioners. Thevalueswere
given weight based on three attributes: value to society, value to an individual
needing the services, and whether it wasessential to abasic health-care package. The

8 United Sates v. University Hospital, 729 F.2d. 144, 156 (2d Cir. 1984).

& United Sates v. University Hospital, 729 F.2d. 144, 157 (2d Cir. 1984), discussing the
application of Section 504 to the treatment of a newborn with multiple physical and mental
disabilities. Several cases alleging violations of Section 504 were brought on behalf of
infants with disabilitiesin the 1980s. For adetailed discussion of thisissue, see Bonnie P.
Tucker and Bruce A. Goldstein, Legal Rights of Personswith Disabilities: An Analysis of
Federal Law 8§20 (1992).

62 |n the Matter of Baby K, 832 F.Supp. 1022 (E.D. Va. 1993), aff d on other grounds, 16
F.3d 590 (4" Cir. 1994).

6 469 U.S. 287 (1985).
% |d. at 303-304.

% For a detailed discussion of this proposal, see Office of Technology Assessment,
“Evaluation of the Oregon Medicaid Proposal,” OTA-H-531 (May 1992).
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valueto anindividua included an element described as “quality of life,” which was
quantified largely through a telephone survey in which the respondents scored the
severity of certain symptoms or functional impairments on ascale of 1 to 100, with
0 representing death and 100 representing perfect health. The survey did not reach
53.4% of the randomly dialed numbers, and the Commission’ s report indicated that
this was due to various factors, including “deaf/language barrier.”®® The U.S.
Department of Health and Human Services (HHS) denied the waiver application
based on conflictswith the ADA, especially the“ quality of life” components.®” One
commentator noted that this decision made “a legitimate point of fundamental
difficulty inany rationing schemethat givesquality of life measurement asignificant
role.”®

Organ Transplant Policies. The intersection of the ADA and organ
allocation policiesisanother similar issue. ThePublic Health Service Act provisions
relating to organ procurement and transplantation® require the Secretary of HHS to
contract with a private, nonprofit corporation to establish and operate the Organ
Procurement and Transplantation Network (OPTN). In 1986, the United Network
for Organ Sharing (UNOS) was awarded afederal contract to administer the OPTN,
whose primary function is to maintain a national computerized list of potential
recipients and a system that matches donors and recipients.”

In McElroy v. Patient Selection Committee,” the plaintiff alleged aviolation of
Titlelll of the ADA when the hospital refused to provide kidney transplant services
dueto the plaintiff’s mental illness. Thedistrict court found no ADA violation and
granted summary judgment for the hospital since the evidence showed that the
rejection of theplaintiff’ sapplication for akidney transplant wasfor medical reasons.
The doctor who evaluated the plaintiff on behalf of the hospital’s patient selection
committee had testified that the transplant procedure “is complex and intrusive and
requires long-standing adherence to immuno-suppressive agents and cooperation
with the various different people who treat a patient.... Adherence to immuno-
suppressive agents and cooperation with hismedical team ishighly doubtful inlight
of his history and his chronic psychotic illness for which he has yet to establish
complete and autonomous control.”

Another transplant situation raised potential ADA issues, but did not giverise
to litigation. Sandra Jensen was an individual with Down Syndrome who needed a
heart-lung transplant. Surgeons at two hospitals initially rejected her for the

% QOregon Health Services Commission, PRIORITIZATION OF HEALTH SERVICES C-2 (1991).

7 See Paul T. Menzel, “Oregon’s Denial: Disabilities and Quality of Life,” 22 THE
HASTINGS CENTER REPORT 21 (November/December 1992).

% |d. Seealso David Orentlicher, “Rationing and the Americans With Disabilities Act,”
271 JAMA 308 (January 26, 1994).

6 42 U.S.C. §8273 et seq,

™ For amore detailed discussion of this system, see CRS Report RL 30109, Medicare and
Medicaid Organ Transplants, by Sibyl Tilson, available upon request.

2007 U.S.Dist.LEX1S 86321 (D. Neb. Nov. 21, 2007).
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procedure claiming that she lacked the mental capacity to participate in her care.
However, pressure from community membersand advocacy groupsled the hospitals
toreconsider and, after further examination, Stanford University surgeonsdetermined
that they had misudged Ms. Jensen’ sability to comprehend her condition and handle
her care, and performed the surgery.”

Application. How, then, could these ADA and Section 504 precedents be
appliedto proposed prioritiesfor the all ocation of scarce medical resourceswhenthe
scenarios that arise from a possible influenza pandemic are imposed on modern
society? First, it should be noted that there are numerous ways in which allocation
priorities could be made and that these priorities vary depending on, for example,
whether the situation involvesthe distribution of vaccine or the provision of antiviral
medications or the use of ventilators. Inaddition, the HHS pandemic influenzaplan
recommendationsfor priorities emphasize that the recommendations were based on
certain critical assumptions that might change.” Similarly, the guidance issued by
HHS and DHA on allocating and targeting pandemic influenza vaccine contains a
number of variables depending on the severity of a pandemic and the vulnerability
of various groups. Thisanalysis, therefore, will be general in nature.

Exactly how the ADA or Section 504 will affect priorities for the allocation of
scarce medical resources is uncertain. No event comparable to the scenarios
projected by a pandemic influenza, such as the one of 1918, has occurred since the
enactment of the ADA or Section 504, although other national disasters have
happened, such as the terrorist attacks on 9/11 and the devastation of hurricanes
Katrina, Rita, and Wilma™ These disasters have highlighted the difficulty of
providing medical equipment and suppliesto individualswith disabilities, including

2 For amore detail ed discussion of this situation and an argument for the application of the
ADA, seeAngelaT. Whitehead, “ Rejecting Organs. The Organ Allocation Processand the
Americans with Disabilities,” 24 AMERICAN J. OF LAW AND MEDICINE 481 (1998).

® The assumptionsfor the vaccine prioritization recommendation were (1) that the greatest
risk of hospitalization and death would be infants, the elderly, and those with underlying
health conditions; (2) that the health-care system would be “severely taxed if not
overwhelmed due to the large number of illnesses and complications’; (3) that during a
pandemic wave between 25% and 30% of persons will become ill during a six- to eight-
week outbreak; (4) that thereislimited information available to assess potential impactson
critical infrastructure sectors, such as transportation and utility services; and (5) that the
U.S.- based vaccine production capacity would be 3to 5 million doses per week, with three
to six months needed before the first doses were produced. These assumptions, however,
could change. For example, individualswho areat greatest risk of hospitalization and death
may not be infants, the elderly, and those with underlying health conditions. In the 1918
pandemic, most deaths occurred in young adults. See HHS Pandemic Influenza Plan,
Appendix D, [http://www.hhs.gov/pandemicflu/plan/appendixd.htmi].

" An influenza pandemic differs from these other disasters in that it would be global in
nature; span a year or more, with waves of peak activity in various areas; and have
significantly greater potential mortality. One commentator found that “ If 1918-19 mortality
data are extrapolated to the current U.S. population, 1.7 million people could die, half of
them between the ages of 18 and 40. Globally, those same estimates yield 180-360 million
deaths....” Michael T. Osterholm, “ Preparing for the Next Pandemic,” 84 FOREIGN AFFAIRS
24 (July/August 2005).
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homebound individuals, and the importance of planning.” However, they do not
provide much guidance on how scarce medical resources are to be allocated.

It should be reiterated that Title Il of the ADA would apply to policies
implemented by states and localities and that ADA Title I11 would apply to private
entities, such as hospitals, whereas Section 504 would cover recipients of federal
financial assistance, federal executive agencies, and the U.S. Postal Service. After
finding coverage, the next step isto determinewhether theindividual isanindividual
with a disability and whether discrimination has occurred.

Certainly some situations (e.g., denial of a vaccine to an individual solely
because of avisual or mobility impairment unrelated to how that individual would
respond to the vaccine) would most likely run afoul of the ADA’ sgoal of eliminating
actions resulting from stereotypic assumptions and of its nondiscrimination
requirements.”® A determination of who is to receive vaccines or other medical
treatments that are in limited supply should involve careful consideration and
safeguards to avoid the reliance on stereotypical assumptions that might trigger a
violation of the ADA or Section 504. However, a determination that an individual
not receive a vaccine because the vaccine would not be effective given his or her
health situation would be unlikely to raise ADA concerns, becauseit would be based
on amedica determination of treatment. The mere fact that a decision would have
adisparateimpact onindividual swith disabilitieswould not necessarily be sufficient
to violate the nondiscrimination mandates.”’

Many of the situations that might occur are likely to be much more difficult to
analyze, especially if physiciansand hospital staff are faced with thekind of extreme
situations described in congressional hearings.” For example, decisions regarding
who should be admitted to a hospital when thereisashortage of beds, aswell aswho
should receive scarce medications, could be difficult to make. To the extent that
thesedecisionsarebased on anindividual medical treatment decision (e.g., wherethe
individual is alergic to the scarce medication or would not mount an immune
response to the vaccine), case law under the ADA and Section 504 would indicate
that aviolation of these statutes would be unlikely. However, to the extent that the
decision isbased on stereotypical assumptions, there may be aviolation of the ADA
or Section 504.

> See e.g., National Council on Disability, SAVING LIVES. INCLUDING PEOPLE WITH
DISABILITIESIN EMERGENCY PLANNING (April 15, 2005), reprinted at [ http://www.ncd.gov/
newsroom/publications/2005/saving_lives.htm]; Congressional briefing, Emergency
Management and Peoplewith Disabilities: Before, During and After (November 10, 2005),
reprinted at [http://www.ncd.gov/newsroom/publications/2005/transcript_
emergencymgt.htm]; Emergency Preparednessfor the Elderly and Disabled: FieldHearing
Before the Senate Special Committee on Aging, 107" Cong., 2d Sess. (February 11, 2002).

6 42 U.S.C. 812101.
" Alexander v. Choate, 469 U.S. 287 (1985).

8 Seee.g., Pandemic Flu: Joint Hearing Before the Prevention of Nuclear and Biological
Attack and Emergency Preparedness, Science and Technol ogy Subcommittees of the House
Homeland Security Committee,109™ Cong., 2d Sess. (February 8, 2006), Testimony of Dr.
TaraO'Toole.



CRS-18

An influenza pandemic with shortages of medical supplies, such asventilators,
could raise issues concerning whether treatment that has begun should be stopped.
For example, if an individual with a severe underlying medical condition such as
heart failure were infected with the influenza virus and, as aresult of the virus, was
on aventilator with unlikely prospects for survival, would the removal of such an
individual from the ventilator so it could be used for an individual with a stronger
likelihood of survival violate the nondiscrimination mandates of the ADA or Section
504?" Thissituationwouldraisenovel legal issues.®*’ Theseissuesmay be presented
in extreme Situations, such as where hospitals are grossly overcrowded and
understaffed and where the hospitals may be operating in atriage situation. Finally,
these types of issuesinvolve not only the application of law, but also an application
of the underlying ethical considerations.

Thisisoneof scenariosexamined, although not in the context of the ADA or Section 504,
inJohn L. Hick, MD and Daniel T. O’ Laughlin, MD, “Concept of Operationsfor Triage of
Mechanical Ventilation in an Epidemic,” 13 ACADEMIC EMERGENCY MEDICINE 223
(February 2006).

8 The closest analogy would be to the situations raised by assisted suicide or “right to die”
cases, however, these cases do not directly concern an immediate shortage of medical
equipment. For adiscussion of theseissues, see CRS Report 97-244 A, The* Right to Die” :
Congtitutional and Statutory Analysis, by Kenneth R. Thomas.



