Ethical Guidelines in Pandemic H1N1 Influenza: 

Considerations of the Ethics Committee of Baystate Medical Center

The threat of pandemic at the hand of H1N1 influenza has effected widespread efforts on federal, state, and local levels, in preparation for a public health disaster.  “The number of people requiring medical intervention [aprx. 9.9 million in the U.S., and 2 million in Massachusetts alone, 80,000 of whom could potentially require hospital-level care
] could overwhelm the health care facilities, the supply of antiviral drugs may not be sufficient to address the demand, and delays and shortages in the availability of vaccines are expected.”


Preparing for and responding to pandemic influenza raises numerous ethical issues, and increased attention has been focused on the need to address them.  “Who should receive priority for limited resources?  How should decisions be made that would limit an individual’s civil liberties?  How and when will information be provided to the public?  How will the needs of vulnerable populations be addressed?”
  Moreover, “What standards of care would be expected when staff, equipment, and medications are insufficient to meet the demand and to provide the level of medical care that is expected during non-emergency times?  What guidance could be made available to HCPs [health care providers] to assist them in making fair and responsible decisions under these circumstances?”
 


Exploring the foundations of such issues and proposing general methodological guidelines is the objective of this document.  Its rationale is based on the attention given to altered standards of care (ASC) in 2004, when the Massachusetts Statewide Surge Committee, under the supervision of the Massachusetts Department of Public Health (MPDH), engaged in pandemic influenza planning.  In January 2006, MDPH and the Harvard School of Public Health Center for Public Health Preparedness (HSPH-CPHP) worked together to make recommendations to the Commonwealth on the major ethical, legal, and practical issues regarding ASC during influenza pandemic.  “To ensure equity and consistency and to relieve burdens on individual HCPs, the group [a 20-member Joint Working Group comprised of ethicists, lawyers, clinicians, and local and state public health officials] determined that guidelines for decision making must be developed at the state level, as opposed to the local or institutional level.  To this end, the group recognized the importance of including a range of key stakeholders in the decision–making process and ensuring transparency by making public the process and rationale.”


The group identified 4 public health goals in the hope of informing and directing the allocation of limited resources and establishing ASC procedures:

(1) Control the pandemic to the extent possible: protect the public from mass outbreak of disease and resultant morbidity and mortality. (2) Maximize positive patient outcomes when health care needs exceed available resources. (3) Establish principles and guidelines to assist HCPs to continue to provide care in an ethical manner during circumstances that make delivery of health care services in the normal course difficult, if not impossible. (4) Establish processes directed by MDPH for determining priorities for the use of limited health care resources and to establish ASC clinical protocols for HCPs, including health care practitioners at all levels and all institutions and entities that deliver health care.

To ensure that these goals were accomplished in an ethical manner, the group proposed 7 guiding principles:

(1) Limited resources will be allocated so as to maximize the number of lives saved (determined on the basis of the best medical information, implemented in a manner that provides equitable treatment of any individual or group of individuals based on the best available clinical knowledge and judgment, and implemented without discrimination or regard to sex, sexual orientation, race, religion, ethnicity, disability, age, income, or insurance status). Age and/or disability may be considered along with other risk factors in allocating resources to save as many lives as possible, but the importance of saving older adults or people with disabilities is the same as for others. The assessment of risk factors should be made on the basis of the best medical information, clinical knowledge, and clinical judgment. This principle ensures that people are not denied medical care based solely on their age or disability. It does allow for the consideration of risk factors, however, based on the individual’s medical condition. This medical condition can be the consequence of the aging process or of a particular disability and could affect the individual’s ability to benefit from, withstand, and survive the scarce medical intervention needed by others. This consideration is in conformance with the overarching principle of maximizing the number of lives saved. Note that there is no inclusion of the principle of maximizing life-years saved or of the “life-cycle” or “fair innings principle,” although these ethical concepts may be considered and included as the guidelines evolve. (2) ASC protocols will permit flexibility for physician discretion, exercised in good faith, under circumstances that warrant exception from the protocols and subject to prior expedited review process. Health care institutions will establish capacity for expeditious review of exceptions. (3) Health care institutions will be responsible for developing mutual aid plans on a regional basis. (4) ASC protocols will recognize any changes in practice necessary to provide care under conditions of scarce resources or overwhelming demand for care; an expanded scope of practice for HCPs; the use of alternate care sites, such as influenza specialty care units at facilities other than hospitals; and reasonable, practical standards for documentation of delivery of care. (5) HCPs will be responsible for adhering to the protocols to protect the public’s health. (6) Patient care will be provided within the context and limitations necessitated by the public health emergency. (7) The Commonwealth and individual employers have a duty to prioritize the care and protection of HCPs.

Several ethical principles and concerns bear on the realization of these goals.


Utilitarianism.  Utilitarianism commonly and popularly means producing

the greatest happiness for the greatest number of people.  “Historically, allocation decisions in public health have been driven by the utilitarian goal of accomplishing the ‘greatest good for the greatest number.’”
  Though utilitarianism can be interpreted many ways, it is difficult to imagine its scope, in the context of a public health crisis, as encompassing more than the narrow consideration of maximizing the numerical amount of persons who will survive to hospital discharge.  However widely accepted the utilitarian rule may be during a public health emergency,
 it cannot stand on its own.  “Ethically, using only chance of survival to hospital discharge is insufficient because it rests on a thin conception of ‘accomplishing the greatest good.’”
  Though this principle has some strengths—namely, being aimed at beneficence, and having as its goal the promotion of general welfare—what it clearly lacks is an understanding of justice.  “[Utilitarianism] permits the interests of the majority to override the rights of minorities, and does not have the resources to adequately guard against unjust social distributions.”


Justice.  Utilitarian theory, if it is to be exercised licitly in the context of pandemic H1N1 influenza, must be tempered by a proper understanding and practice of justice.  “Common to all theories of justice is a minimal requirement attributed to Aristotle: Equals must be treated equally, and unequals must be treated unequally.  [But] this principle . . . identifies no particular respects in which equals ought to be treated equally and provides no criteria for determining whether two or more individuals are in fact equal.”
  This vagueness is, at one and the same time, the theory’s virtue and its vice.  On the one hand, it leaves the room necessary for an adequate interpretation and judgment of actions, circumstances, and intentions in an ever-changing world.  On the other, it leaves to the imperfection of human judgment the enormous task of attributing value where it sees reasonably fit.   “Virtually all accounts of justice in health care hold that delivery programs and services designed to assist persons of a certain class, such as the poor, the elderly, or the disabled should be made available to all members of that class.  To deny benefits to some when others in the same class receive benefits is unjust.  But is it also unjust to deny access to equally needy persons outside of the delineated class . . . ?”
  

A proper understanding and practice of justice in medicine assures that persons be treated fairly, that vulnerable populations are protected, and that each person is treated, to borrow a phrase from the ethical theory of Immanuel Kant, as an end in himself/herself.  Furthermore, any discussion of the issues under consideration would be incomplete if it did not repeatedly stress that it is the pride of the medical profession that “the weak and defenseless, the powerless and unwanted, those whose grasp on the goods of life is fragile—that is, real but reduced—are cherished and protected” as patients in greatest need.
  In this sense, justice is at the very heart of medicine’s vocation. 


Autonomy.  At its core, personal autonomy refers to “self-rule” that is free from interference and control by others and from certain limitations (such as inadequate understanding) that would deprive a person of the ability to make meaningful choices about his/her life.
  “To respect autonomous agents is to acknowledge their right to hold views, to make choices, and to take actions based on their personal values and beliefs.  Such respect involves respectful action, not merely respectful attitude.  It requires more than noninterference in others’ personal affairs.  It includes, in some contexts, building up or maintaining others’ capacities for autonomous choice while helping to allay fears and other conditions that destroy or disrupt autonomous action.”
    


Much like any rule, autonomy must be contextualized within the concrete set of circumstances wherein it finds itself.  In other words, autonomy has its limits.  Respect for autonomy surely does not mean honoring another’s preference to do whatever he/she likes, regardless of the nature of the act in itself and its end, the set of circumstances surrounding it, the intentions of the moral agents involved, and the foreseen consequences.  As Daniel Callahan aptly observes, “If personal morality comes down to nothing more than the exercise of free choice, with no principle available for moral judgment of the quality of those choices, then we will have a ‘moral vacuum.’”


In the context of a public health disaster, autonomy is sure to take on a new face.  Restrictions on personal liberties are highly likely to ensue.  The MDPH properly says that,
in enacting any measure in which personal freedom is limited, the least restrictive, effective measure should be taken. Enactment of these measures should be based on the best available scientific evidence that: [1] The liberty-limiting measure will achieve its intended goal. [2] The limitation is proportional and no less restrictive measure is likely to be effective. An exception to this criterion may be justified if the less restrictive measure would be unduly burdensome (eg, either too expensive or the agency responsible for implementation lacks the resources for expertise to implement). [3] Failure to implement the measure is likely to result in grave harm to the functioning of society or to the well-being of the public. For example, if quarantine is enacted, then the duration of the quarantine should be clearly informed by transmission characteristics and should be as short as is medically justifiable. Home quarantine should be honored when reasonable and desired, and monitoring/surveillance should be as nonintrusive as is reasonable. We should continually be asking what justified one further restrictive step. Restrictions on personal freedom should be equitably applied. It should be exceedingly clear why particular individuals or communities are being restricted and that the criteria that justify a restriction would be equitably applied to any and all individuals meeting the same criteria. Care must be taken to avoid stigmatization of individuals or groups. In addition, a process for questioning, appealing, and revising liberty-limiting measures should be in place and accessible when the level of urgency during a crisis makes this realistic.


Human Dignity.  The essence of the notion of human dignity is that each human being is invaluable.  Human dignity makes clear that our incalculable worth as persons is not found in any usefulness granted us by others.  We are not merely, in other words, of utilitarian value.  As James Childress comments, one’s “dignity as a person . . . cannot be reduced to his[/her] past or future contribution to society.”
  We are of worth, that is to say, by virtue of who we are, not as a result of what we do.  That worth remains even when it is ignored by others.  Every human person, then, by virtue of their dignity, has a right to respect and to ethical treatment.  If justice is at the very heart of medicine’s vocation, then a thorough understanding of and respect for human dignity is its impetus and ultimate measure.

First Come, First Served.  This is, of course, the traditional operative rule of clinical ethics.  Patients are treated as they present themselves, and treatment continues as long as it is beneficial.  This practice honors human dignity, because patients are treated according to their need, not their social worth or standing in any particular group.  But can this principle, this rule be maintained in public health ethics when medical resources run short?  For the most part, it probably can.  We have a model in the wait list for organ transplants, a scarce resource, where people are placed on the list in the order their need is identified.  Exceptions to this rule, “jumping the queue,” have difficulty surviving ethical scrutiny.  The CDC gave us another example during the flu vaccine shortage of 2004, when it recommended “first come” for distribution after groups at high risk had been served.  


The immediate virtue of “first come” is that it is egalitarian: it is, in effect, a lottery in which everyone has an equal chance.  It avoids invidious comparisons among people, the ethical difficulties of favoring some over others.  It is sometimes criticized as giving an unfair advantage to people who are well informed enough to present themselves first, leaving behind vulnerable groups.  But if patients are admitted to the hospital by their PCPs as they become seriously ill, and to the ICU as their need requires, the egalitarian lottery system should work well enough.  The incidence of illness is random and, in the sense that it does not favor some over others, fair.


The most serious challenge to this rule or policy will come in the desire to remove certain patients from a full ICU to make room for others who are judged to be in greater medical need.  Should those who have arrived in the ICU by the egalitarian route of first come, first served, be subjected to a screening based on other grounds?  We start with the medical screen: if it is judged that the patient can not benefit from further intensive care, there is likely not an ethical problem in moving him/her to palliative care.  But if the patient will benefit, and is nevertheless removed to make room for another with better prospects, however measured or determined, then a direct reversal of traditional clinical ethics has occurred.  

The Duty to Provide Care.  To be sure, this duty is one basic to the medical profession, inherent to its very nature.  It is not an unlimited obligation, however.  For example, there is no duty to provide futile care.  In a situation of severe resource constraint, there may be no duty to provide full care for some if that means others will not receive even the most basic care.  In other words, when rationing appears, the caregiver must divide his/her time and resources in such a way that is less than optimal for any given patient.  Furthermore, in the case of pandemic influenza, we must also consider the problem of exposure to infectious diseases.  Caregivers must inevitably consider the risk to their own health and thus the health of their families.  This risk, which is accepted as a consequence of a freely-chosen profession, is a chief reason why they should receive priority in the distribution of preventives like vaccines.  They bear a disproportionate burden in a pandemic in their efforts to protect and serve the public good, and so deserve the best measures available to guard their own health.  There must also be sufficient measures in place to protect them legally in the extraordinary circumstances of disaster medicine.


Community Involvement.  Another concern is the need for community involvement and for transparency in the process of moral deliberation.  We must work with one another.  We must be inclusive of all populations, without discrimination, in the effort to formulate a policy that works best for the society we inhabit together.  We must listen to one another, making sure each member of our community is heard.  “The involvement of diverse voices in pandemic influenza planning and in creating a transparent procedure for decision making is essential. . . . A balance between centralized, federal control and state and local community implementation of central guidelines must be effectively struck.”
  Moreover, “public health officials must adequately acknowledge and respond to strong currents of suspicion and distrust of the health care system.”
  It is clear that public trust will be essential to ensure acceptance of, and compliance with, any necessary restrictive measures.

To this end a procedure which maximizes transparency should include:

[1] Ensuring consistency in applying standards across people and time (treating like cases alike); [2] identifying decision makers who are impartial and neutral; [3] insuring that those affected by the decisions have a voice in decision making and agree in advance to the proposed process; [4] treating those affected with dignity and respect; [5] ensuring that decisions are adequately reasoned and based on accurate information; [6] providing communication and processes that are clear, transparent, and without hidden agendas; [7] including processes to revise or correct approaches to address new information, including a process for appeals and procedures that are sustainable and enforceable.
    
Other Criteria for Assigning Treatment Priority.  Some articles in the literature on this subject introduce criteria which seem problematic.  One is maximizing the years of life saved, not just the number of lives saved, and considering this an expression of the “greater good.”  It suggests, in other words, that we prioritize those with the greatest number of years ahead of them, which favors long-term survival prospects and, inevitably, younger persons.  Another is the life-cycle, or “fair innings,” argument, which suggests that we favor those who have not yet had the opportunity to live through life’s stages, which directly favors the young over the old.
  Still another is favoring those needed for the functioning of society.
  This would lead to endless argument about which roles are essential, would be hard to determine and apply fairly, would effectively marginalize those whose “social worth” is negligible, and would be counter productive to public trust.

Physician Judgment and Discretion.  Even after ethical guidelines have been spelled out, there will remain, of course, plenty of room for physician judgment and discretion, often very difficult and painful, in individual cases.  A needed flexibility is required here, but it should be exercised within the policy guidelines insofar as it is possible.  “Ad hoc departures from the algorithm are ethically and legally unwise.”
  It will also be prudent for triage decisions to be made by a highly trained small group, rather than by an individual physician, because of the exceptional moral burden involved, entailing foreseeable adverse consequences for particular patients.  We all recognize the pandemic as an exceptional situation which challenges our normal ethical wisdom and requires our best sensitivity and care for patients.
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