1

VHA ETHICAL GUIDANCE ON TRIAGE AND ALLOCATION OF SCARCE LIFESAVING CLINICAL RESOURCES IN PANDEMIC INFLUENZA.

National Teleconference, June 13, 2008

SHARPE:  This is Virginia Ashby Sharpe. I want to welcome you to this call on the VHA Ethical Guidance on Triage and Allocation of Scarce Lifesaving Clinical Resources in Pandemic Influenza.  I’m at the National Center for Ethics and Healthcare and I’m the lead on the VHA Pandemic Flu Ethics Initiative.  I want to take this opportunity to thank Connie Raab in the Office of Public Health and Environmental Hazards for setting up this call, and to her office for supporting the call, and also to Pete Brewster and the Emergency Management Strategic Health Care (EMSHG) exercise planning group for posting materials related to this call.  
So let me start out with the goals for the call today.  First to brief VHA clinical staff, managers, and leaders on the draft guidance from the National Center for Ethics and Healthcare pertaining to allocation of scarce critical care resources in pandemic influenza.  Second, to enable a dialogue on this draft guidance.  And third to assist facilities with the allocation of care’s resources/altered standards of care portion of the National Pandemic Flu Exercise, which is coming up June 23 through 27, 2008.  Briefly, an overview/agenda for today’s call, I’ll introduce our faculty.  I’ll describe the VHA Pan-Flu Ethics initiative; I’ll describe our draft guidance on meeting the ethical challenges of Pan-Flu, and specifically describe draft guidance on the ethical framework, team-based decisions structure, and the specific protocol for allocation of scare lifesaving resources -- and that will be the majority of the call.  There are materials to accompany this call that were sent out in a reminder message yesterday.  The PowerPoint that we’ll be using is the basis for our presentation.  An 11 page handout that includes the triage protocol and that’s essentially a how-to guide for the allocation protocol that you can make use of as you conduct the exercise in a couple of weeks.  And a one page exercise evaluation for this focus issue for the exercise.  The guidance itself is also posted on the EMSHG exercise development website, and the link to that was in the announcement for this call (the link is http://www1.va.gov/EMSHG/page.cfm?pg=132 (under the May 22 entry).  I also want to let people know that this call is being taped and the tape will be posted on the exercise website and then we’ll follow that with a transcription hopefully in the next week and a half, so if you know colleagues who miss it or you want to refer to it later, that material will be made available to you and we’ll send out a follow-up message from the call to let you know of its availability.  
Let me introduce the faculty first of all.  Again, I’m Virginia Ashby Sharpe here at the VHA National Center for Ethics in Health Care. Also on the call today, Dr. Kenneth Berkowitz, MD, FCCP, he is critical care and pulmonary specialist and chief of our ethics consultation service at the National Center for Ethics in Health Care.  Also he was on the New York State Task Force on Life and the Law Workgroup on Ventilator Allocation in Influenza Pandemic, and also a member of the American College of Chest Physicians (ACCP) Task Force for Mass Critical Care and co-author of a paper on a Framework for Allocation of Scarce Resources in Mass Critical Care that was published in May 2008 in the journal, Chest.  He’s at our New York Harbor VAMC.  And James Geiling, MD, FCCP, a critical care specialist at the White River Junction VAMC.  He was a steering committee member for the ACCP Task Force for Mass Critical Care.  And co-author on all five of the papers that came from that task force, again published in the May 2008 supplement to the journal, Chest.  So I want to welcome both of you and thank you for your work on these issues and thank you for joining us on this call.  
Let me briefly tell you about the National Center for Ethics and Health Care.  We’re VHA’s primary office for addressing the complex ethical issues that arise in patient care, health care management and research.  The VHA Pan-Flu Ethics initiative is one of our ongoing projects.  The goal of the VHA Pan-Flu Ethics is to provide resources to support VHA leaders, clinicians, staff, as well as our veteran population in meeting the ethical challenges of pandemic influenza planning and response.  The resources that the initiative has produced include staff discussion forums on ethics issues and pandemic flu preparedness, which includes a slide set, “Tough Decisions Preparing VA for the Ethical Challenges of Pandemic Influenza”.  That was made available in August of 06, it’s on the National Center for Ethics and Health Care website (http://vaww.ethics.va.gov/activities/pandemic_influenza_preparedness.asp), and I know that a number of facilities have used that as the basis for raising awareness about the ethical issues that VA can expect to confront in a pandemic flu.  We’ve also produced draft guidance, that I’ve mentioned, that is posted and linked on the announcement for this call, and that is the basis for this call.  It’s in draft form now; it was submitted into the central office concurrence process in May of this year, and comments from program offices are now being incorporated.  The guidance won’t be approved in time for the national exercise which starts on June 23, but we did want to make it available for use and testing during that exercise to allow us critically important input from the field.

So let me say a little about the guidance.  It provides VHA leaders and clinicians with an ethical framework to meet challenges concerning three areas:  rationing, restriction, and responsibility.  And you can refer to the guidance to get a sense of the sections that we won’t be talking about today.  Specifically today we’re only going to be talking about the rationing portion, specifically the allocation of scarce critical care resources such as ventilators and ICU beds and critical care medicines.  
There are a number of assumptions that are the basis for the allocation guidance, and let me tell you what those are.  First is that in a severe flu pandemic it’s expected that need will outstrip resources and consequently that it will not be possible to provide everyone with the care that they require to survive.  Therefore it will be necessary to shift to public health standards of care or altered standards of care which means an emphasis on the overall health of the VA population as well as maintaining health care operations.  A second assumption of the rationing section of the guidance is that a shift to altered standards is predicated on two conditions.  One is a declared state of emergency, second is that there are, in fact conditions of dire scarcity. A third assumption is that the pandemic triage protocol should be understood as an altered standard of care.  And fourth, even under a declared state of emergency, initiation of the pandemic triage protocol should occur only when the demand of life-saving resources exceeds supply.  So the assumption there is that every effort has been made to augment resources already before a shift to the use and implementation of the protocol occurs.  So the protocol for allocation of scarce resources should be understood as a last resort after every nook and cranny has been explored for augmentation of scarce resources.  
We are providing VHA leaders and clinicians with this guidance on rationing during a pandemic because we believe that pandemic-related policies and procedures are especially important when practitioners are required to deviate from normal practice and to follow alternative standards of care.  So if a practitioner can demonstrate that his or her actions are in accordance with institutionally promulgated policy, guidance, or rule, his or her liability exposure will be lessened and moral distress will be diminished.  So it’s our intention with this guidance to provide an institutional basis for the difficult clinical decisions that will need to be made during a pandemic.  
To ensure that the VHA community is prepared for the prospect of resource rationing in a pandemic, we believe that political leaders, VHA leaders, and health officials need to emphasize publicly and in advance of a pandemic that the pandemic influenza is potentially fatal, that altered standards or public health standards of care and associated protocols for allocation of scarce resources may be implemented by health care organizations and that everyone will need to adjust to a different way of providing and receiving health care than is customary under those circumstances of dire scarcity.  
Let me turn specifically to the guidance on allocation, that provides first an ethical framework for allocation that is fair, transparent, reasonable, and consistent.  Second, a team-based structure for allocation that seeks to prevent ad hoc bedside rationing decisions.  And third, a specific protocol for allocating scarce lifesaving resources such as ventilators, ICU beds, and medications for critically ill patients.  During the pandemic flu national exercise, the scenario that will trigger your use of this protocol is on day 2, it’s the inject on day 2; for those of you who are part of exercise planning it’s 0624L058, and it reads like this, “the ICU is full.  All ventilators including backup and portable ventilators are in use.  The ER calls the command center reporting two patients in severe respiratory distress; both are in imminent need of intubation and ventilatory support.  Who decides and how should the decisions be made?”  So that’s the specific trigger during the exercise for the use of the protocol, and at the local level you may introduce your own triggers for the use of the protocol.  This is the one that’s in the master scenario event list for VISNs.  
Finally, before I turn this over to our other faculty, for the exercise we’re assuming that the initiation of the triage protocol has been triggered by the network director and generally will be applied throughout an effected VISN.  There will be another inject or scenario in the master scenario event list about triggering a shift to altered standard of care.  And that’s something that can also be tested during the exercise.  But the application of the pandemic triage algorithms again will apply only at the point when augmentation efforts have been exhausted and demand for the lifesaving resource exceeds supply.  So that will follow on a shift to altered standards of care, usually triggered by declared state of emergency.  
I’m going to say something briefly about the ethical framework for allocation, and I’ll turn it over to the other faculty on the call to discuss the team-based structure and the specific triage protocol in the guidance. 
The ethical framework for allocation is based on the following principals under conditions of scarcity.  First, that allocation or rationing is necessary to ensure the greatest good for the greatest number -- the principle of utility.  In addition, allocation must be fair.  It must be applied consistently across groups of people according to specified criteria.   And that’s the principle of fairness.  Third, allocation criteria must be transparent; they must be reasonable, legal, feasible, and practical.  And we’ve specified a test for the selection of allocation criteria, in the appendix to the Guidance, if you want to take a look at that at some other point.  
The VHA pandemic triage protocol in particular is based on two rank-ordered criteria.  The first is survivability, i.e., priority for receiving a scarce life-saving resource will initially be given to those for whom treatment has the highest probability of medical success or survival.  And again, I’m only talking specifically about lifesaving, critical care resources here.  So survivability is the first criterion.  And the second, assuming resources are still insufficient, is first-come, first-served.  So for those who meet survivability criteria, resources will be made available on a first-come, first-served basis.  Now I’ll turn discussion of the team based decision structure for allocation over to Dr. Geiling.  Jim.
GEILING:  Thank you, Ashby.  With that background, the next several slides will work through operationalizing the process, that is, how do we envision giving people the tools to do this, not only for the exercise but in the real world, should a pandemic occur take place.  The first approach to that is who should be making allocation decisions, and that’s under the slide 17, Team-based decision structure for allocation.  In the ACCP articles, we concurred that the people at the bedside doing the day-to-day business and care for the patient should not be the ones who are also doing the triage decision making.  
So in the draft guidance that’s out for VA circulation right now, the process involves establishment of a scarce resource allocation team, or SRA, that should be part of your hospital incident command (HICs) organizational construct.  This group, would be a multidisciplinary team to include a team leader, principally or perhaps and intensevist, a management representative, ethics representative, others from critical care medicine, nursing, emergency department perhaps, ID, palliative medicine, social work, chaplain, and perhaps an ad hoc representative.  This group would formally oversee the operations with regard to resource availability within a VAMC  And this team, if you will, will therefore assist the director and chief of staff in determining the shift to altered standards of care, i.e., we’ve expanded resources as much as we can and now need to make those really tough decisions.  A small sub-component of that SRA called the triage team, which should include at least as a minimum a critical care medicine representative, nursing management representative, and perhaps others determined by the director would then be responsible for the triage decisions based on the allocation of protocol and regional conditions.  So this would be the organization construct to make those decisions.  
SHARPE: Thank you Jim, that’s very helpful.  Of course we’re going to circle back for discussion with all of you who are participating in this call.  Just in terms of the way in which the operational function is set up for the exercise, when you do your evaluations, you’ll want to ask did your VAMC establish a clear relationship between the scarce resource allocation team functions and the HICs/emergency operations/incident command structure.  That’s something that should be in place as you go forward.  And also does this SRA team or comparable structure have sufficient information about resource availability during the exercise to make its decisions.  Let me turn it over to Dr. Berkowitz now to talk a bit about the allocation protocols exclusion criteria and Sequential Organ Failure Assessment (SOFA) scoring which is Slide 19 on your PowerPoint set.  Ken.
BERKOWITZ:  Thank you.  As you already mentioned, overall survivability is the first criterion to consider when determining eligibility for scarce lifesaving resources in a time of dire shortage.  To that end, during an influenza pandemic clinicians will assess all patients who have clinical indications for scare lifesaving resources for exclusion criteria to determine whether, according to the protocol, the patient is eligible to be considered for the initiation or continuation of scarce lifesaving treatments or whether they are excluded.  The exclusion criteria are generally intended to identify and exclude patients with a short life expectancy irrespective of their particular illness.  After all, during a period of dire resource scarcity it would not be consistent with the ethical principles that Ashby just outlined to initiate or continue scarce lifesaving treatment on such patients.  It logically follows then that if an exclusion criteria is present, and then that makes a patient no longer a candidate for scare lifesaving resources, that a Do Not Resuscitate Order should be entered into that patient’s record. The patient and/or their surrogate should be notified of this action of the entry of the DNR order, and palliative care and other appropriate care that is available should be offered, especially if the person experiences an arrest or develops extremis.  If lifesaving resources are used on that particular patient, they need to be withdrawn once an exclusion criteria is identified, and those resources would then be reassigned according to the triage protocol.  
SHARPE:  Thank you, Ken.  And in terms of evaluating these exclusion criteria for the exercise, one question you might want to ask is do either patient in the scenario/inject meet the exclusion criteria.  Were there obstacles in clinicians making determinations about the exclusion criteria and what sorts of obstacles might those have been?  Did clinicians communicate adequate information to the triage team?  Let me turn it back over to Dr. Geiling to talk a little bit more about inclusion criteria.
GEILING:  Thank you.  The tool to determine who obtains the use of these assets has been bantered around in the literature for some time.  And recently, starting in Ontario and follow along with New York and also with the ACCP group, the utilization of sequential organ failure assessment score, or the SOFA score, has been if not proven then at least recommended to be sort of a tool of place.  And that is that patients who aren’t excluded based upon the criteria that Ken talked about and on SOFA score are assigned a color-coded priority category based on an initial, a 48 hour and a 72 hour subsequent assessment.  Some of these SOFA scores have been adapted based upon the population that we serve, many of whom have a significant amount of co-morbidity.  For those of you who aren’t familiar with the SOFA scores, slide 23 outlines that construct if you will.  It in part was chosen because of its relative simplicity and not being disease-specific, and so this is why it’s been recommended across several bodies.  And as you can see, some variables are each given a score there and simply those scores are added up, at times 0, 48, and 72, or other times as determined during the evolution of the pandemic. The initial calculation of the SOFA score will be by the primary clinicians.  They’re at the bedside and they can help determine that and at the dedicated intervals.  And this will result in the patients being assigned to color-code priority which are going to be in the subsequent slide.    There’s a specific triage tool for each pre-determined assessment time.  And again, that will play out here shortly.  In conformity with other specific protocols, the following color categories will be used: the blue patient, some of you familiar with other triage tools, in other tools these patients are associated with the color black. These are patients with very poor projected outcomes. Red patients are those that are immediately and most likely to recover by receiving those resources.  Yellow patients are indeterminate. They’re in-between those who require life-saving resources and are less likely than the patients in the red category to recover by receiving those resources, and green patients don’t need these at this time.  And again, the references for that were both a New York document as well as the Ontario document.  I won’t go through the following three slides in detail.  Suffice it to say at this point you can see where they are broken out regarding the different colors and at the different times that the tool be taking place. So the theory is that at time zero at presentation or at the initiation of the altered standards of care the primary care provider at the bedside will be determining the SOFA score based upon the graph that I gave you two or three slides previously, and help us determine what category they go into.  And that process will be repeated at 48 and 72 hours.  I think of note you’ll see as you transition to 48 and 72 hours, it’s not a static environment, that is its no longer just a absolute score number but also, for example, at 48 hours a person moves into blue because they’ve had no change, that is, they have not showed any significant improvement in their current status in the previous 48 hours.  That was in part one of the reasons why the 48 and 72 hours assessments was determined.  But I think it gives us a construct of one, determining severity of illness, and two, seeing how the people progress or improve over time to help guide people and their future decisions regarding the allocation of these resources.
SHARPE:  Thanks a lot, Jim. Ken.  Let me ask you to talk a little bit about the review and appeals process for triage decisions.

BERKOWITZ:  Sure, Ashby.  These triage decisions are complex and they’re really life or death decisions.  They’re very serious decisions.  To ensure fairness and accountability for the quality of these decisions, the triage process has to include mechanisms for review and appeal.  But there has to be a balance between the need for fairness and accountability that a field process provides, and the practical reality is that the system won’t be able to afford many resources including time for review and appeal during these circumstances.  The first step of the review and appeals process during a pandemic should involve critical self-review by the triage review team.  There should be a daily retrospective by the team of all their decisions of the processes that they’re following and what they’ve done over the past day to make sure they can self-correct and self-evaluate what they’re doing.  In addition, as I mentioned, there should be a real-time appeals process available but only to consider whether applicable standards are being followed consistently and correctly during those real-time appeals.  That is, the appeal should not be allowed to plead a special exception for a particular patient or an exception to the process for a particular patient, but rather to prevent an injustice based on a mistake in how the protocol is being applied or that the process is being deviated from.  For example, appeal might be based on an error in the SOFA score calculation or a challenge of someone pointing out that the timing of reassessment isn’t due yet.  Now ideally the personnel involved in the appeals process would be different from the personnel on the triage review team, and how this will actually happen needs to be determined at each facility.  The people involved in the appeals process ideally should also be experienced in conflict resolution, conflict mediation.  They ideally would have some clinical expertise, and some suggestions that people have made is to maybe draw numbers of the ethics consultation team, the patient representative service, the chaplaincy, as ways to provide a rapid appeals process during this period of limited staffing.  If feasible, the appeals process might include members of the scarce resource allocation team, and those appeals should be made probably to those personnel and if the appeals then fail to be justified it could be brought to the triage review team or the scarce resource allocation team.
SHARPE:  Thanks, Ken.  So in terms of evaluating the exercise, you might want to speak to the question of whether there was an appeals structure in place for the exercise, were there appeals from either of the patients in the scenario, and how those appeals were resolved.  Ken, could you say a little bit more just to reiterate about resuscitation status for patients who are excluded from scarce lifesaving resources based on the triage protocol?

Ken:  Sure.  A little bit of this is reiterating what I said earlier.  During the rationing of scarce lifesaving resources, normal decision making about resuscitation status will be suspended and patients who are excluded from scarce lifesaving resources will be made Do Not Resuscitate/Do Not Attempt Resuscitation (DNR/DNAR).  If a patient who is not a candidate for lifesaving resources suffers a cardiopulmonary arrest, he or she should not be resuscitated.  Patients who are identified in advance as being excluded from scarce lifesaving treatment should have Do Not Resuscitate orders entered in their records.  Now these authorization and decision making about Do Not Resuscitate orders and resuscitation decision making that I just mentioned only applies during the period of scarcity.  And whenever resources are available, we should return to standard operating procedures for Do Not Resuscitate decision making.  Just to touch on one or two other points to consider as we sort of wrap up this presentation here, first I need to say that our critical care triage algorithms will apply to all patients receiving care in acute facilities regardless of their illness or their treatment modality.  This applies to patients who are already in the acute care facilities for another reason at the start of pandemic or who are transferred to acute care facilities for any reason during the pandemic, and this does not just apply to the patients who have pandemic flu virus.  By extension the critical care triage algorithm will not apply to VHA patients who are not in acute care facilities, i.e., to VHA patients who reside in long term care facilities or who are at home, even if they are chronically dependent on lifesaving resources for their daily maintenance.  However, it should be pointed out that if a patient who is receiving life sustaining care on a chronic patient such it’s a chronic ventilator dependent patient, is transferred from a long term care facility or from their home into an acute care facility, then the protocol will apply to those patients.  So long term care facilities and people at home should incorporate this information into their thinking before they send a patient to an acute care facility from one of those other settings.  They should know that the protocol would be applied to those patients once they enter the acute care setting.  
F:  Thank you, Ken.  I appreciate your clarifying that.  In terms of evaluating the exercise from the point of view of acute care admissions, participants might want to ask “were there acute care admissions of patients chronically dependent on lifesaving resources for their daily maintenance?” If so, were those patients then subject to the lifesaving resource allocations protocol upon admission to acute care?  
That ends the formal presentation. We now have about 55 minutes to discuss all these issues with participants on the call.  I’ve been informed by the operators that we have about 400 lines open on the call and the operator has let me know that if you do want to ask a question or to speak, everyone except the faculty will need to press *0 in order to answer the calls.  So if you have a question or comment we invite them now; we’ll do our best to respond, so please press *0 to enter the call.

This is Sandro Cinti, I’m from the Ann Arbor VA and the University of Michigan.  Thanks a lot for putting this on, and thanks, we’ve been using those protocols both here at the VA and at U of M to put together our ethics protocol.  One question I have is basic, can we circulate this among our people at the VA and also among others who are looking for protocols?  

SHARPE:  You’re free to circulate it within VA, and with the understanding that it is a draft and we do appreciate feedback on it.  We have not been authorized yet to circulate it outside of VA to non-VA personnel.
SANDRO CINTI:  Okay, thank you.  And then one question to the protocol experts there. In the protocol’s red zone, I can imagine a time when most people will be in the red area and we won’t have enough ventilators for those people.  We’ve had many discussions about using age as a criterion in that zone, in the red zone, when we have too many ventilators, otherwise it’s first come, first served.  If you can comment on that….

BERKOWITZ: I do think that we talked a lot about age as an exclusion criteria, and you’ll see that age is an exclusion criteria in some of the other systems that Dr. Geiling mentioned, the ACCP, for example.  However, we decided not to have age as a criteria on our VHA assessment.  First of all, we wanted to recognize that our population is inherently older and has inherently more chronic diseases than many other patients, and we didn’t want to disadvantage our own patients by making exclusion criteria that wouldn’t take into account the unique nature of the VA population.  Second, with age you may have a person who’s older chronologically than a patient who’s younger chronologically, but that patient who’s younger may really be much sicker physiologically.  And that’s the reason that we decided to go with the physiologic assessment as reflected in the SOFA score, not to consider age as an independent criteria but to think that if someone is old and is sicker that that would be reflected in their physiology and would disadvantage them in the SOFA score.  Jim, do you have anything to add to that?
GEILING:  No, I think it’s important to take a step back and say that nobody really knows for sure if the SOFA score is the right tool or not, but looking at all of the options out there and the challenges that we’ll all be faced with when we try to implement something like this, the SOFA score seems to be at least for right now a good starting point.  Obviously truth is going to change and we’re going to need real time epidemiology as an event occurs, so I think what Ken just described with the age thing clearly is appropriate for our population and may not be for other people that use it.

BERKOWITZ:  Another point is again there’s no way to predict what will happen in this next pandemic, but historically the older population hasn’t necessarily been the one that have been most severely affected by pandemic influenza.  So age may not become that relevant if prior pandemics are any indication of what will happen.

SHARPE:  Thank you for that question and those responses.  Remember, if you want to enter the call with a question press *0.

I have a follow up question, and my name is Steve Mably in Washington, D.C., sort of a follow up on the previous one.  The problem of allocating limited resources even within the red group, would it be an ethical tweaking of the protocol to narrow the ranges by one on a local basis so that one could make those cuts with the available resources?

BERKOWITZ:  Hi, it’s Ken again.  And Jim, you can add again here, but I think that using the literature, there’s some data on what a SOFA score greater than 11 means, for example.  So some of this is based on inference from existing literature on where these numbers came from.  I think that by tweaking this, you may be making distinctions between numbers that might not have any significance, and that’s why we try to stick with the swath of where we said known and predictable differences based on existing data as best we could and tried not to make it just a straight sliding scale based on SOFA, but there’s no evidence that it discriminates that accurately.  Jim?
GEILING:  I would concur on that.  And I think most people have used sort of a rough guideline at 80 to 90 percent mortality for that group of people that probably should not be offered critical care resources in this sort of constrained environment and hence that’s where the data numbers from the SOFA score came from.  But I’d also invite you and the others to review some of the other papers that are out there regarding how potentially…instead of making the decision on a SOFA score regarding who gets the resources… to look at other creative ways of expanding the resource capability, that’s a little bit beyond the context of this call but clearly that would be a series of events that would take place not only in this exercise but in real world prior to implementing these triage scoring.
SHARPE:  Also from an ethical perspective we’re trying to create a protocol that can be used consistently across the entire VA system without variation so that there aren’t inequities that are introduced into the various protocols that could conceivably result in patients that would be excluded in one VAMC be included in another because of local adjustments to the priority categories.  
Hi, this is Chaplain Milspaugh, are you able to hear me?

F:  Yes, hello.

MILSPAUGH:  We have two questions, from San Diego.  The first is if there’s an ethical or legal minimum on the number of persons serving on the SRA, recognizing staff limitations, and the second question is related to the chronic situation outside of the acute care hospital.  Our case is such that we have patients who are ventilator-dependent and there is no place to serve them outside of our hospital.  So we do have some patients that have been ventilator-dependent chronically for months and sometimes years.  I’m wondering where they would fall in this exclusion criteria or treatment.

BERKOWITZ:  I don’t know if you want me to try and tackle that one first, Ashby?

SHARPE:  Sure, go ahead, and I’ll swing back around to the number of people on the SRA.

BERKOWITZ:  Okay, thank you, Chaplain Milspaugh, and I’m sure Jim will confirm that in all of these groups, this has been one of the most complicated sets of discussions that people have had, and whether or not to consider all of the available ventilators or other resources as one big pool or to separate out the acute care setting ventilators from the other settings.  And in making a decision to consider the acute care ventilators separately from the chronic care setting ventilators, there is no perfect system.  And unfortunately when making this type of a schema and this type of a utilitarian based argument you have to try and do what’s best for most without putting a disproportionate burden on other groups.  And again there’s no perfection in this, so conceivably you can have a patient who by virtue of the fact that you alluded to, that is waiting for a chronic care bed but he’s still in an acute care setting, he will be subjected to this protocol.  At the same time, you might have a patient in the chronic care setting who becomes ill, gets the flu, and is kept in that chronic care setting because they either don’t have the resources available then to transfer him during the pandemic or decide not to transfer him, and they may provide more critical care to try to get that patient through the flu in the chronic care setting, while if he had been in the acute care setting he would have met the exclusion criteria.  So there are going to be some individual inequities in a system that is designed to be as consistently applied and as practical as possible for the greatest number. None of the groups that I and I think Jim have been involved with has been able to come up with a system that’s more equitable or better than this one.  If anyone has any ideas we would certainly love to hear them.  And I don’t know, Jim, if you have anything to add to what I said.
Jim:  No, I think ACCP group also struggled with managing those folks.  I think and obviously in the time of pandemic there’s going to be challenges moving them and caring for them with basics, let alone critical care resources.  
BERKOWITZ:  I just want to add one other thing, Ashby.  If you consider the alternative, which is to consider all of the ventilators to pick that particular resource as one pool, and if you decided that you’re going to consider all of the ventilators available according to the triage protocol, then you will effectively probably remove a large portion of the chronic vent patients from the population, and that’s a consequence of doing it the other way.  People who had a ventilator for a long time who may have other serious chronic illness but who are chronically vent-dependent and potentially could live that way for a long time, they’ll all in many cases lose their ventilator.  So that’s the counter balance if you decide to pull all the ventilators and not make a distinction between acute and chronic care or home care ventilators.  

MILSPAUGH:  If I might just add a comment there.  Part of what strikes me as the length of time and this may not be germane ethically but it seems to me that one could argue that one could say one is abandoning that patient if they’ve been on that ventilator in an acute setting, or months or a couple of years in some cases.  Plus the kind of emotional trauma that that’s going to cause the staff who’ve become attached to that patient and the way that will impact.
SHARPE: I agree with you and I think in terms of the practicality as well as the emotional trauma and moral distress, I think it’s also very impractical to consider coming into long term care settings or home care settings to requisition ventilators that are in use and instead…rather than further disadvantaging patients who may be chronically dependent on ventilators …the trigger for them to become part of the pool for allocation of that scarce resource is when they enter the acute care setting as acute care patients.  Let me respond to your earlier question about staffing resources for a scarce resource allocation team or a comparable type of structure.  We have not specified any number of people that should be on an SRA.  We’ve tried to outline the roles that those people play within the health care setting, and so the stakeholder perspectives that should be represented, but as Ken said, we recognize that there’s going to be the need to balance the staffing issues.  And I think from an ethical perspective the important issue is that there be a structure for decision making that is separate from the bedside decision making that clinicians otherwise would be making, so that there is a chain of command, a group to refer up to for triage decision making as well as a group that receives situational awareness about the availability of resources.  So there will need to be a critical number of people who have an awareness and who have the capacity and skill to make those decisions and who have been trained in the allocation protocol.  I can’t say what number that would be, and facilities perhaps during the exercise will be able to test that to see what numbers are feasible and reasonable given the assumptions that you have that go into your exercise on this particular focus area.
MILSPAUGH:  Thank you very much.  I really want to add a word of appreciation for this document.  It’s very helpful.

BERKOWITZ:  Ashby, could I just add one other thing to something Chaplain Milspaugh said? 
F:  Sure.

BERKOWITZ:  I don’t think that anyone should sugarcoat here how hard this is going to be.  I mean there are many aspects of this…of changing care from what we’re used to this type of care that are going to be very difficult for staff to participate in.  But again I think that’s part of the reason that exercises and drills are important, that familiarity and advance planning is important, that prior thinking about it is important, because as difficult as this is going to be, the alternative is to really not have good plans and not have thought about it ahead and that probably will lead to a much more chaotic situation which I don’t think is going to be better for the patient or for staff in the long run.  So that’s one thing.  And the other thing is in order to prevent some of those feelings of abandonment and some of those real gut-wrenching decisions, we tried to remove, consistent with other groups, the actual decision making at least one step from the direct care providers of the patients.  Not that it’s really going to be good but at least if the people caring for the patient can know that they’re doing their best for the patient and that the actual triage decisions are removed a little bit separate from the team that’s providing care, that may help somewhat with some of those things.
SHARPE:  Thanks a lot for that, Ken.  In terms of the importance of not sugarcoating and planning ahead, we agree too that it’s important in terms of establishing reasonable protocols that have a basis in fairness that we plan ahead.  Because none of these decisions can be expected to be made fairly if they’re made on an ad hoc basis.  So by planning ahead we’re hoping to create a system that under terrible circumstances is as equitable as possible and as attentive to human dignity under terrible circumstance as possible.

M:  This is John Allison in Charleston.  I have two short questions and one comment.  The first question is just a clarification of the priority of survivability over first-come, first served.  Patient A is on the ventilator because they were there first-come, first served, but patient B comes in with a definite survivability, you can’t take Patient A off the ventilator and put Patient B on the ventilator.  That’s the first question.  Second question is, I didn’t hear anything about the immunity from litigation, what is the situation on that?  Has VHA looked into that and what would be the position of counsel on that and Department of Justice, for that matter?  The comment I have is that I would caution against having a triage team that is too large with…you mentioned chaplains and social workers and physicians and so forth. The more people you have on a team like that the less likely you are to get a consensus, and I think it might be appropriate to have a lot of these individuals in an advisory capacity but I think there should be two, three or four at most making an executive decision.
SHARPE:  Thank you very  much for those questions and comments.  The triage team is a subset of the scarce resource allocation team or comparable body consistent with the incident command.  So the triage team is expected to be smaller than the scarce resources allocation team, and your point is well taken.  I can talk to the litigation question if Ken and Jim would like to speak to the issue of the rank order criteria for allocation.  The first is survivability and the second is first-come, first served.  Ken, would you like to address that question?

Ken:  Sure.  I think these color swaths are an attempt to try to find cohorts of people that have roughly equitable survivability.  If you take the people with inherently poor survivability out because they have exclusion criteria or they’re in the blue zone, then basically people will be put into red or yellow.  Once a person is in red, they’ll be treated the same as all the people who are assigned to red.  That’s the next highest group with the highest expectation of survival, and if all you have is resources to care for the people who are in red, then those beds will be taken by the … those resources will be taken by people on a first-come, first served basis.  And record keeping will be very important for determining exactly who is first-come, first served.  So first-come, first served only is once you’ve identified groups with roughly equitable survivability. Jim.
Jim:  I concur.  I think that is, although obviously not ideal, part the rationale for ongoing SOFA score determinations.  The tools that have been outlined here talk about 48 and 72 hour evaluations based upon, for instance, if you put somebody on antibiotics you may not see an improvement in their ventilator status by 24 hours, and hence might not expect to see a trend in their SOFA score.  But you should start to see something between 48 and 72 hours.  That was the built-in window there.  Having said that, perhaps more frequent SOFA score determinations by the help of the triage review team will help give a trend as to what patients are doing, at least stable or improving, versus those who are deteriorating.  And those who are deteriorating would then be the ones who would be removed and this would make room for those who are in the emergency department waiting.  But I agree with Ken that the challenge will be those who are on the ventilators at that time and are getting the appropriate resource, just happened to have shown up in the queue prior to someone else, that’s kind of the best tool, the guidance we have at this time.

ALLISON:  Basically the question is related to whether to pull the plug on somebody who’s been on the ventilator for two days to provide it to somebody who has survivability that walks in the front door.
SHARPE:  The answer to that is actually no because ventilators and other critical care resources are not allocated relative to other patients.  They’re allocated relative to the scoring system.  So it’s the scoring system that would determine who should and should have access to that resource.  

BERKOWITZ:  Just to try and clarify that, Ashby, if the patient is eligible and gets scarce lifesaving resources at time 0, and then at time 48 hours they’re reassessed, officially and their SOFA score puts them into the yellow range, if at that time there are only enough resources to care for patients in the red range who have a higher survivability, then that person in the yellow range would become ineligible, would have the resources removed and would be replaced on a first-come, first served basis by the person who has the higher survivability.  But it’s not like every time somebody comes in the door you look to see if they have a higher survivability than anyone else and you have this constant churning.  I just want to say one thing, that Jim mentioned, to maybe calculate the interim SOFA scores to look for trends, and there’s a lot of debate about exactly just sort of what I call the official time point of whether the SOFA scores would be used to assign patients in the stratification.  Since nobody knows whether the natural course of this disease will perhaps be an initial deterioration followed by recovery, it was thought that you have to give people enough time until you learn more about the natural history of the disease to perhaps get worse before they get better.  And at the same time try and pick a time that you don’t wait too long that other people are disadvantaged by waiting for something that isn’t going to get better.  So we picked the initial assessment with the exclusion criteria and the assignment of the SOFA score, then that person isn’t assessed again until 48 hours or 72 hours after that because we don’t know the natural history of the disease to allow for some normal variation, at the same time to not let someone who’s trending down over time have disproportionate use of that resource if it seems like it’s not going to work.  In the pandemic, if you learn more about the natural history of the disease, this protocol could and should be modified on a large-scale level.  Again, if there’s a wave in the East and then we learn about it by the time it gets to the West, we may learn that this needs to be done in a different way.  But this is the best estimate that we could to try to come up with a fair system that seemed most applicable based on everything we know so far.
SHARPE:  Thanks a lot.  Let me address the liability question.  As you know, VHA practitioners are indemnified rather from tort liability within VHA.  That obviously doesn’t exclude criminal liability.  But what we have tried to do with this guidance explicitly is provide an institutional basis for decision making to be used by clinical decision makers during a pandemic that will minimize liability exposure.  I know that the Office of General Counsel is also thinking about these issues but the best that we can offer in advance of a pandemic is to lay out this kind of specific guidance so that practitioners who use this guidance will be recognized to be practicing under an institutionally-recognized standard of care for a pandemic.

Dr. Newcomb with a question.

SHARPE:  Please.

This is Dr. Newcomb down in VISN 7 and a survivor of two hurricanes in two years, and was at Tulane when the glass was broken all over the streets a few weeks after hurricane Katrina.  I appreciate all the up front effort, all this discussion’s wonderful.  I have a question about whether or not your plan goes deep enough into the world of chaos or not, in that you set up these rules where you have committees and all these wonderful things making decisions, and I can envision our little hospital down here in Alabama having a third of the people out sick, three-quarters of the rest of them home with a shotgun across their lap protecting life and limb of their family, and having one doc and two nurses up here at the hospital for three days in a row taking care of 20 people on ventilators.  And no committee can make these decisions, and that’s when the liability really comes in.  You just say well, you didn’t follow the protocol.  But the protocol suggested we have a committee of three or four people from different fields making these decisions, and heck, they weren’t here.  And I’m not sure it leads us down the road far enough to deal with absolute chaos.

F:  Probably not.  We’ve made a first pass here to try and establish a structure, and I suspect some there will be able to consider the types of issues that you raised.  We’re hoping to rely on VISN resources, too, in circumstances like this as well as facility resources.  So if as you say VAMC resources are diminished, then the VISN would be the next level of authority.
GEILING:  Ashby, this is Jim.  If I might…I thank you very much for that comment.  I think when you look at one of the slides for this exercise drill, the approval and authority for the transition to this methodology of triaging patients again for the exercise will be the network doctor.  But to echo what Ashby just said, in no way does that outline any of the realm of challenges, for instance, if you can’t communicate with the person or what’s going on with your local hospital or academic affiliate right across the street, where some of those hard decisions are going to need to be made at the local level.  And hopefully perhaps some of this kind of feedback will be flushed out during this exercise, so again I would echo again what Ashby says, that this is just the beginning and we’ve actually talked about that at some of our other papers and saying that the people on the ground might have to be reactionary in making some really tough decisions prior to senior decision makers helping then out, and what is the liability surrounding those tough calls is yet to be determined.
SHARPE:  And also, just to follow up on that, unlike in natural disasters, like a hurricane, the expectation or one of the assumptions that we’ve made regarding pandemic is that there will likely still be, telecommunications resources available so that individuals at facilities will not be alone in their response but will have access to a decision structure that may not be immediately local but that can be tapped into at the VISN level or other facilities that are in a nearby area.  So we’re hoping that a pandemic may provide something slightly different than a natural disaster in having outages be less severe for reliance on communication between a hard hit area and one that’s less hard hit.  
This is Eric Paradis in Togus, Maine.  I had a question about exclusion criteria.  In the Ontario Plan and the New York Plan, the exclusion criteria are quite a bit more specific than the ones that you have placed in your publication, or in your draft.  And frankly I like the more explicit ones in the other two plans but I would be interested to know why you chose listing them as much broader, what I regard as broader and more vague, and I think as they are now…as you have them in your publication, increase the risk that these exclusion criteria won’t be applied as consistently as they should be.  The other is the comment that I wish to congratulate you and thank you very much for having put this together; I think it’s an excellent first step.  Thank you.
SHARPE:  Thank you.  Ken, can I ask to speak to the issue of exclusion criteria?

BERKOWITZ:  I knew you would, Ashby.  

BERKOWITZ:  It is a good point that we modified the exclusion criteria somewhat for the VA guidance.  And again, I can say having participated in the ACCP Group, that the discussions behind developing the exclusion criteria have always been really substantive discussions.  And I can say for sure there’s no absolutely right or wrong way to do this.  And in each case it was a best effort to do it.  But typically for VA, again, our patient population is older and sicker than the general population.  Most of our patients have many advanced chronic diseases.  And in those other rubrics, many more of our patients would be excluded from eligibility for scarce lifesaving resources.  So we tried to recognize the difference in our population and not disadvantage our own patients and recognize who is our mission to take care of.  We also felt that we wanted to keep it simple and conservative and practical.  The exclusive criteria should be pretty easy to understand and it should be pretty easy to decided if someone is excluded or included from entering the triage protocol.  Many of the people with severe chronic disease would be excluded in the other schemas; we thought that if they really were that advanced to be included, their severe chronic disease would be reflected in their physiologic scores, their SOFA scores, especially if they get sick anyway, so it really is trusting the rest of the algorithms to select out the patients based on their degree of illness at the time.  So I hope that gives you some insight.  We are relying on people; the inclusion criteria which I didn’t go over when I talked about them, we have three….One is confirmed presence of any advanced disease with a average life expectancy of six months or less, and that really should be an objective measurement.  It shouldn’t be a guess or a rough prognostication.  It should be that there’s evidence that patients such as this have a real life expectancy of six months or less.  They’ve got data that you can point to, not just a guess.  The second relates to cardiac arrest and those people would predictably have a very low survival if they’re acutely ill and in need of critical care.  And the next is people with severe and irresistible cognitive impairment.  So I hope that gives you some insight into why we’ve chosen to make ours this way in our draft.  While we think in fact that it adds equity by making it simpler and by making it consistent for all patients as opposed to tied to a specific diagnosis which some of the others did.  I don’t know if that answers your question, and I don’t know if Jim has anything to add.
Jim:  I think that’s great, thank you, Ken.

Hello, I’m calling from Columbus, OH. Actually, I know that a lot of this focuses on the VA medical centers but here in Columbus, Ohio, we are a free-standing outpatient clinic.  And we just had some questions to ask about how we should adapt this criteria for our facility.

SHARPE:  Do you anticipate that your facility will be used as an alternate care site for acute care?

Columbus, OH: I’m sure we will since we’re the only VA facility in our area.  I’m sure that we’ll have veterans coming here and possibly other people in the community.

SHARPE:  Will you have critical care resources available to offer them?

Columbus, OH:  No, we won’t.

SHARPE:  I see.  Well, the particular protocol that we’re discussing today is specific to critical care resources.So if you won’t have them to offer, then you won’t need to subject patients to the triage protocol because your availability of resources, you’ll have an absolute lack of resources.

GEILING:  But I will say that I think what you may want to do is anticipate them.  What you normally would do with a patient who needs to be transferred somewhere for critical care, if you weren’t able to do that.  If those places weren’t accepting patients or things, what are you going to do with patients, because that’s where I would say you might focus some effort, and again this is outside the scope of this call, on what can you get on board just as palliative remedies or other things that you might be able to offer the patients knowing that you might not be able to even offer them the transfer that you could offer them now.  And I guess working with the people in advance where you normally would transfer these patients to these critical care to try to make these decisions with the protocol in mind.
This is Joanne Hall from Northport. I appreciate the call and the huge amount of work that you’ve done and again congratulate as others have done, but I’m very sensitive to the comments that were made by Dr. Newcomb and Allison that joined on.  And I will say that what concerns me a bit, so I think the guidelines are medically sound, is in this era of us being so regulated, if an appointment is made in 31 days when it’s supposed to be made in 30, etc., etc., etc., we really…we’re doing our best guess what’s going to happen when and if we have a pandemic.  And the wheels can come off very fast.  I happen to be a Katrina participant, and I was in a mobile clinic in a flooded parking lot in Slidell, Louisiana, and we saw between 80 and 160 patients a day.  And the best part of my day was there was no expectation of record keeping, even for critically ill patients where we treated kids with DKA in a shopping cart with an IV.  And that was the best part of my day.  But we all…where does…I understand the need to sort of codify this and not only to provided ethical guidance but some medical legal guidance, but also I’m a little concerned about—and I know you’re concerned as you’ve articulated it—about indemnification and difficulties for treating staff because we’ve seen the fallout of what’s happened in Louisiana and Mississippi.  But it’s how…how do you document a good safe effort and recordkeeping when you’re inundated is truly your last priority.  And if there’s…how have…I know you’ve thought about it and I know you’ve involved people that have dealt with it, but how do we couch this when we’re…as a system…so performance-measure driven and document driven, and you didn’t tick off the right box.  How do we reconcile that, ethically, professionally, legally, and all around?
SHARPE:  Thank you, Joanne, for your comment based on your real-life expertise on this issue.  Let me ask my colleagues if in their discussions with the ACCP and the New York State Task Force they specifically discussed the record-keeping issue.  We discussed this here at VA but we did not resolve the issue in the way that you’ve described.

HOLLAND:  Yea, and in that specific circumstance where we were open, say 12 hours a day, 12-14 hours a day, and I was the only physician.  I had wonderful, extraordinary assistants, I mean everybody participated , but there’s no way a single physician could do that kind of work and document.
GEILING:  Hi, this in Jim.  Thanks for your gut check, if you will.  I would offer sort of two points.  The first is we’re hoping actually that people will be able to give us some kind of reality check and feedback, and maybe Ashby could talk about this at the end, following this exercise because we really are interested in what are the real world challenges that people face, whether that be you really are having some ethical, emotional dilemmas and apply these resources versus you don’t have a connection with the network director, am I really going to make the decision to not give this person a ventilator or not.  So I think that’s really important.  They were hoping that this exercise, which is really a huge, national test of this kind of challenge, will give us some feedback.  The second piece is from the ACCP perspective.  We actually discussed in detail the true need for real-time epidemiology.  Now that doesn’t solve the problem as to whose going to keep the records when you as the doc are really keeping records by a Sharpie marked on the patient’s forehead.  But at the same time, the need to sort of preemptively consider, as part of the disaster response, real time epidemiology because as we discussed before we don’t know if SOFA score is the right tool or not.  So coming up with the right tool will help us, and so the clinicians at the bedside have not just the patient in front of them to view with but a public health perspective, and hopefully with a little bit of planning we might be able to sort of meet that intent as well.  But obviously, when you’re up to your head in alligators, it’s tough to think in a global perspective.

This is Michael Richardson from Hines, and I’m also a veteran of Katrina but more importantly of anthrax and SARS which is probably a better model for what we maybe be seeing.  I congratulate yours and everybody about thinking through it but wondered weather we  could talk about those operationalizing this triage because what we will have is a continual rollout of people coming for triage but also the questions do they get a second and third bite out of the apple after they have been triaged out of something.  And I’m not sure whether in real time we’re ongoing to be able to do 48 hours and 72 hours of creatinines and bilirubins to make sure we aren’t being the trend in every institution.  And I wondered how you see that happening.  Do you see that each facility will do their SOFA scores depending upon their laboratory ability to repeat these?  Do you see that someone will decide to try again if they have been triaged out of a red zone, sort of two days later call and say look brighter, how do you see that operationalizing with the stratification of eligibility?
BERKOWITZ:  Well, I think that the SOFA score that have been looked at is the least…one of the least technologically dependant and can at least be done in a single point in time, as opposed to the Apache score which is more complex and its values of 24 hour period.  So consideration was given to that.  If things are so bad that you can’t get those pieces of data, or if you slip into this world of chaos or if the wheels did come off, then I think that the theme here has to be that all you can do is the best that you can do.  I think that the question how do you document the good-faith effort, and I’m not sure I know the answer to that but I do think that an answer that’s really not the best answer is not to document it.  So I think thinking ahead and realizing that no matter how dire the circumstances are in 2008 in our society, they would get scrutinized in retrospect.  Now it helps me to know that no matter what’s happening I need to take the time to jot down what I’m doing or what I’m basing my decisions on, or to make chart notes, no matter what.  And if I haven’t thought through that ahead of time then in the heat of the battle I might forget that.  So I do think that we can’t get around these two documents.  And again the systems that are in place are assuming that we have the ability to follow them. And if things get even worse, then the dire circumstances that we’ve tried to plan for and predict, that people will have to do the best they can.  And hopefully the teams will be on the same page, and people will be able to not only justify what they did and why they did it but will be able to ultimately put their head on the pillow and go to sleep when the dust has settled knowing that they actually did the best that they could and made their best efforts for their patients and for the system.  And I think that’s all we can ask of people and we have to ultimately hope that the system recognizes the efforts of what I’ll say is an all-too-often-used word these days, the heroic efforts for what they were.
GEILING:  I absolutely agree, and what we found in SARS certainly and anthrax was that it was probably better to have had a larger system rather than feel that individual practitioners in either unique hospitals were going to be able to make exactly the same decisions as well as larger groups.  And I suppose that I would see that the need to focus on collaborative efforts of SRA and to some extent triage, after the initial triage obviously, and manage it that way so that we feel that it isn’t an individual practitioner working on their own as you would have in natural disaster settings.  But initially some of those decisions about epidemiology and natural history and therefore the rationale for allocating resources should certainly be built in as in VISN-wide daily, twice-a-day conversation with a set of people so that we…you aren’t having individual practitioners trying to make individual decisions which may or may not be second-guessed.

HOLLAND:  This is Joanne again.  I have to…I can’t agree with that more.  That … to know that…you’re alone and you feel…and you are suffering, that you have some organizational, evidence-based, ethically grounded guidance is enormously comforting.  My concern is on the backend.  I wouldn’t want to see the peer review a year or two later.

SHARPE:  Thank you very much.  Well folks, unfortunately we’ve run out of time.  I want to encourage those of you who did not have a chance to ask a question to feel free to send your questions directly to me.  It’s virginia.sharpe@va.gov.  We’ll try to answer those and we’ll try to use them as a basis for any revisions that we ultimately make to this draft guidance.  We also encourage you to use this allocation protocol, the 11-page handout that we’ve provided, and materials for this call as you participate in the national exercise at your local facilities and at the VISN level.  We are coming up with an evaluation document that can be incorporated into the exercise evaluation guidance for this focus area; we haven’t done that yet, but consider the one-page document that we provided today (that in the slide set as the “evaluation the exercise” slides), consider that as a first step in that direction.   We thank all of the 400 plus participants on this call and the faculty as well, as well as people who sponsored the call, the National Exercise Planning Group, the Office of the Public Health and Environmental Hazards, and everyone here at the National Center for Ethics.  Thank you so much and have a good weekend.
END OF TAPE.
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