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INTRODUCTION

Dr. Berkowitz:

Good day everyone. This is Ken Berkowitz. I am the Chief of the Ethics Consultation Service at the VHA National Center for Ethics in Health Care and a physician at the VA NY Harbor Healthcare System. I am very pleased to welcome you all to today's National Ethics Teleconference. By sponsoring this series of calls, the Center provides an opportunity for regular education and open discussion of ethical concerns relevant to VHA. Each call features an educational presentation on an interesting ethics topic followed by an open, moderated discussion of that topic. After the discussion, we reserve the last few minutes of each call for our 'from the field section'. This will be your opportunity to speak up and let us know what is on your mind regarding ethics related topics other than the focus of today's call. 

PRESENTATION

Dr. Berkowitz:

Today’s presentation will focus on the ethical considerations of cardiac pacemakers and implantable defibrillators for end-of-life care. We will focus on identifying and discussing ethical considerations and then we’ll look at relevant VHA policies related to the withdrawal or withholding of life-sustaining treatment. Joining me on today’s call is:

Susan Own, PhD – Medical Ethicist, Ethics Consultation Service, National Center for Ethics in Health Care 

Joel Roselin, MTS – Fellow in Medical Ethics at the Harvard Medical School and Program Specialist, National Center for Ethics in Health Care.

Thank you both for being on the call today.  

Today’s topic grows out of cases that were brought to the attention of our Center’s consultation service.  Consider the following situation: an actively dying patient lacks decision making capacity.  His family requests that his implantable defibrillator be disabled. Despite the consensus of the family and the existence of an advance directive that supported the family’s request, the attending physician felt uncomfortable complying with the request and an ethics consultation was called. 

The case raises several questions that we will attempt to address today, including the following:

· Is it ethically permissible to disable an implantable defibrillator or other cardiac support device for a patient who is actively dying?
· Are implantable defibrillators and pacemakers different from other kinds of supportive measures, such as mechanical ventilators, that patients or their surrogates can request to have withdrawn?

· Are there limits to how far clinicians must go to accommodate the requests of patients or their surrogates to have treatments discontinued?

Let’s start with some facts.  Joel, can you tell us a bit about these cardiac support devices, pacemakers and defibrillators, what they do and how they work?

Mr. Roselin:
Sure Ken.  Essentially there are two categories of implantable cardiac support devices – pacemakers, which help the heart maintain a regular rhythm by sensing the heart’s rhythm and, when necessary, sending small, timed electrical pulses to the heart’s conduction system triggering the heart to contract; and defibrillators, which can sense ventricular tachycardia or ventricular fibrillation and deliver a sudden discharge of electrical energy intended to restore organized rhythm. Both types of devices are implantable, are powered by batteries and can be programmed from outside the body. Though pacemakers generally cannot be turned off externally, most can be turned down low enough to make them essentially nonfunctional.  Defibrillators, on the other hand, generally can be turned off altogether from outside the body.
Dr. Berkowitz: 

And some patients have combined devices, pacemakers and defibrillators that are implanted in one unit. Since we’re focusing on disabling these devices near the end of life, can you describe what role they play in the palliative care setting?

Mr. Roselin: 
Let me begin with pacemakers, most of which pace the heart only intermittently when they sense the patient’s heart rate fall.  Others are more constant and support a continuously slow heart beat at a more appropriate rate, such as 70 beats per minute instead of 40.  

Dr. Berkowitz: 
And what are the medical issues around disabling these devices?
Mr. Roselin: 
Although it is intuitive that pacemakers might prolong life in actively dying patients, this is not necessarily the case. Rather, because pacemakers are supportive - augmenting the heart’s innate but pathologically inadequate rhythm - disabling them would not necessarily accelerate the dying process in all patients.  As one 1999 review in the Journal of Pain Symptom and Management by Braun and others, noted: “In the situation in which the device is pacing the heart, one might anticipate that death would be hastened by disabling the pacemaker.  However, it is rare that disabling the pacemaker will result in a swift and painless death. It is more likely it would result in symptomatic bradycardia with slow and relentless failure of major organs and, perhaps, an even poorer quality of death.”

Dr. Berkowitz: 

Even though Braun asserts that disabling a pacemaker near the end of life may increase the patient’s suffering, Of course, attention to proper palliative care would assure the patient’s comfort.  What about defibrillators?

Mr. Roselin: 

By and large, defibrillators are used to treat patients who are at risk of sudden death from ventricular tachycardia or ventricular fibrillation.  Because they are designed to resuscitate a patient, they are far more likely than pacemakers to have an impact on the dying process.  As Braun noted: “Patients and families may have fears that the [defibrillator] will unnecessarily prolong the patient’s life.  In the situation in which the patient is known to have frequent dysrhythmias resulting in discharge of the device, one might correctly assume that the [defibrillator] is prolonging life.”  And I would add, perhaps increasing suffering.  
Dr. Berkowitz: 
Thanks, Joel.  Now that we have a general background on cardiac pacemakers and implantable defibrillators, let‘s return to our case and examine some of the ethical questions that it raises. It does seem that there are times that these cardiac support devices could be seen as prolonging the dying process rather than prolonging life. Consider a patient who was actively dying and had an implantable defibrillator. The patient had an advance directive that indicated that he would not want extraordinary measures if his death was imminent. The family, recognizing that the patient’s defibrillator might repeatedly discharge as he died, requested that the defibrillator be disabled.  It seems clear to the family that they are following the patient’s wishes to have the defibrillator disabled and thus allow him to die peacefully.  And yet, the attending physician is uncomfortable disabling the defibrillator.  

So let’s start with the fundamental question raised by the case:  Is it ethically permissible to disable an implantable defibrillator for a patient who is actively dying and who has either through themselves or their surrogate requested that the device be disabled. Susan…

Dr. Owen: 
Well Ken, in this case, it would not only be ethically permissible to disable the patient’s defibrillator; it would be ethically required.  And that requirement is supported by established principles of health care ethics and also by VHA policy.  

VHA policy promotes shared decision-making; supports the right of a capable patient to refuse life-sustaining treatment; and authorizes the surrogate to exercise this right on behalf of the decisionally incapable patient.  Such treatment refusals not only may, but also should, be honored.

In the case you present, the family felt it was clear from the patient’s advance directive that the patient would have wanted the defibrillator disabled in precisely this type of situation, and it seems clear that the surrogates acted on what they thought were the patient’s wishes.

Dr. Berkowitz:

Would you elaborate on how ethical principles and VHA policy apply to such cases?
Dr. Owen:  
Sure, Ken.  In bioethics, the principle of respect for autonomy supports both the patient’s right to refuse treatment and the clinician’s responsibility to follow the informed consent process.  For example, the clinician must disclose fully the risks and benefits of continuing treatment, stopping treatment, and initiating alternative treatments.  

Thus, a patient’s right to refuse treatment is clear and codified in Handbook 1004.1, VHA Informed Consent for Clinical Treatments and Procedures. VA respects the right of patients to accept or refuse any treatment option offered in any treatment setting or to request withdrawal of any treatment that has already been initiated including life-sustaining treatment.  Withholding and withdrawal of treatment, including life-sustaining treatment, must follow VHA policy regarding Informed Consent. 

Dr. Berkowitz:

In the case I described, the patient could no longer provide informed consent.  In such a situation, how much decision-making authority does the surrogate have?

Dr. Owen: 
According to informed consent policy, when the patient lacks decision-making capacity and has a surrogate that surrogate generally assumes the same authority and responsibilities as the patient in the informed consent process.  The surrogate’s decision must be based on substituted judgment or, if the patient’s values and wishes are unknown, on the patient’s best interests. 


Dr. Berkowitz:  
You have emphasized that family members are attempting to respect the autonomy of the patient when they authorize a defibrillator to be disabled.  Are there any other ethical considerations in their decision?

Dr. Owen: 
Yes, the family may be concerned that the patient might suffer if the defibrillator were to fire while the patient was dying.  We have heard of cases in which a defibrillator did in fact fire repeatedly while a patient was dying, causing the patient and family great distress. 

Dr. Berkowitz: 
Well Joel, does the firing of a defibrillator inflict much pain or suffering on a patient? 

Mr. Roselin: 
Of course these are subjective experiences, and the devices discharge variable amounts of energy commensurate with the cardiac problem.  But that said, let me quote from Braun’s review of pacemakers and defibrillators in terminal care: 

“Published reports suggest that [defibrillator] discharges are associated with symptoms that may be quite unpleasant….Actual descriptions vary from ‘no pain at all’ to ‘it felt like a horse kicked me’ or ‘I felt a bolt of lightning.’  There can be significant anxiety associated with the recurrent discharges, either due to the anticipation of the painful sensation or because the patient fears that the device will be ineffective.”

Dr. Berkowitz: 
So, in fact, sensations from the firing of defibrillators are reported to be variable, and, of course, the experiences of dying patients are unknown. But it’s more than just that physical suffering that we need to consider. Remember that patients have the right to accept or reject treatment based on their own values, context and treatment goals. The literature, though, reports cases in which physicians are uncomfortable with patient requests to disable defibrillators, and in fact sometimes refuse to do so.  Can you tell us why, Susan?

Dr. Owen: 

In certain circumstances, a physician might believe that a surrogate misinterprets a patient’s advance directive, or fails to take the patient’s best interests into account.  Or the physician might believe that a defibrillator is different than other forms of life-sustaining treatment, and thus that to discontinue such a device would violate the law, VHA policy, and/or prevailing principles of health care ethics.  VHA Handbook 1004.2, Advance Health Care Planning, describes what role the attending physician should play when advance care planning is implemented, and what options are open to the physician when he or she disagrees with the surrogate’s decision or that of the Ethics Committee and other clinicians.  According to the policy, the treatment team and Health Care Agent or other surrogate work to achieve consensus regarding treatment plans, however, the treatment team may not overrule an authorized surrogate’s decision.    

Dr. Berkowitz:

But what if the attending physician disagrees with the surrogate’s decision?

Dr. Owen: 
The attending physician, as part of the treatment team, must honor the authorized surrogate’s decision, unless he or she believes that the decision violates the patient’s values and/or best interests or they physician’s own conscience.  In either of these exceptional cases, VHA policy, as codified in Handbook 1004.1 and 1004.2, outlines clearly the steps that the clinician must take.

If the practitioner considers the surrogate to be clearly acting contrary to the patient’s values and wishes or the patient’s best interests, the practitioner must notify the Chief of Staff, or designee, and consult with the local ethics program and/or Regional Counsel before implementing the surrogate’s decision. 

Dr. Berkowitz: 
What if the attending continues to disagree with the surrogate’s decision, even after referral to the Ethics Committee and Chief of Staff?  Are there limits to how far clinicians must go to accommodate the requests of patients or their surrogates to have supportive treatments, such as these cardiac support devices, discontinued?
Dr. Owen: 
Yes there are limits. A health care provider may request to decline to participate in the withholding or withdrawal of life-sustaining treatment for reasons of conscience.  In such cases, responsibility for the patient’s care shall be delegated to another health care provider, of comparable skill and competency who is willing to accept it. Such decisions should be made in a timely and explicit way so that continuity of care is preserved and patients and families are not abandoned. 

Whatever the reasons for physician reluctance in a particular case, I want to emphasize that VHA policy would include the disabling of defibrillators as ethically and legally equivalent to the withdrawal of other forms of life-sustaining treatment. In all cases, a decision to do so is reached as a result of a collaborative process and patient and/or surrogate consent is required.  

Dr. Berkowitz: 
Just one more word on those requests to not participate as a matter of conscience, it really must be a matter of conscience and consistently request it and applied in all like patients. And of course, until someone has been assigned to an equivalent person to take care of the case, that professional needs to continue their care to avoid abandonment as Susan said.

So it seems from everything that we’ve said so far that despite having clear VHA policy and procedures regarding the withdrawal of life-sustaining treatment, sometimes significant conflicts occur among practitioners and between practitioners and authorized surrogates.

Dr. Owen: 

That’s right.  There are currently no national practice guidelines on the disabling of permanent pacemakers or defibrillators and according to recent bioethics literature, the American College of Cardiology and the American Heart Association have not yet developed guidelines to assist in this process.  

Dr. Berkowitz:

So what can we do to help avoid conflict when people are facing similar cases in the future?

Dr. Owen: 
What we can do at this time is to clarify ethical misconceptions related to this process, work through some ethical points for clinicians to think about and suggest some elements that practice guidelines might include if and when they are developed.  

It is important first to correct certain misconceptions that may prevent the consistent application of VHA policy to this technology.  

Dr. Berkowitz:

Continue by telling us about some of these common misconceptions?

Dr. Owen:

First of all, there seems to be some confusion at the facility level about whether VHA policy about withdrawing life-sustaining treatment applies to the disabling of defibrillators and other cardiac pacing devices.  Governing ethical tenets are no different for cardiac devices than they are for other life-sustaining treatments, such as mechanical ventilation.  In all such cases, the patient is free to decide whether he or she wishes to discontinue treatment, and the surrogate is free to decide on the patient’s behalf, based first on the patient’s wishes, and if these are not known, on the patient’s best interests.  In order to guarantee that such decisions are informed, the attending physician must disclose the risks and benefits of discontinuing treatment.  
Second, there is confusion about how these issues relate to Do-Not Resuscitate (DNR) orders.  Appropriate use of implantable defibrillators has little direct bearing on DNR orders. An implantable defibrillator is not equivalent to CPR. DNR orders disallow the use of therapeutic interventions to reverse cardiopulmonary arrest.  However, an implantable defibrillator does not necessarily fall into this category.  Depending on the clinical circumstances, a patient may wish to forego CPR, but not disable an implantable defibrillator.  Or the converse may be true: a patient may wish to disable an implantable defibrillator and still want CPR.  In the latter case, it would be necessary to discuss whether the decision to disable would preclude a successful resuscitation attempt.
In any case, although an implantable defibrillator is not equivalent to CPR, the reasons for discontinuing such treatments may be similar in both cases: for example, the defibrillator may no longer be consistent with the patient’s goals of care, it might not offer the prospect of increased survival or it may impede active dying. 
Third, there seem to be some misconceptions that the process of disabling cardio-support devices might create suffering.   The reality is that to disable such a device is painless and non-invasive.
Fourth, there are concerns about euthanasia or assisted suicide.  Let me be clear, the disabling of such devices does not constitute euthanasia or assisted suicide.  As with patients who require mechanical ventilation in order to breathe, the underlying disease process causes the patient’s death, rather than the patient or surrogate who authorizes this treatment refusal or the physician who implements it. The defibrillator may be prolonging the patient’s dying process and removing it at the request of the patient or surrogate allows nature to take its course.  

And finally, there are questions of intent.  The intent of the action is important in an ethics analysis of this question.  The intent of treatment withdrawal in such cases is to honor and respect the patient’s or authorized surrogate’s decision that the defibrillator should be disabled.  Such an action is justified by either clear evidence of the patient’s preference or the surrogate’s assessment that such an action is in the patient’s interest.  

Dr. Berkowitz: 

So it seems that the disabling of implantable cardiac support devices with informed consent is ethically permissible, and in fact, as you have shown, may be ethically required.  Treatment withdrawal in such situations is in accord with VHA policy and with prevailing principles of health care ethics.   The principle of respect for autonomy supports the patient’s prior expression of treatment preferences, and the principle of nonmaleficence supports the desire to avoid as much pain as possible for the dying patient.  And yet problems arise.

Dr. Owen: 
That’s right.  One reason is that despite ethical justification of such actions in certain circumstances, protocols about implementation have not kept pace with the technology itself.  In the Annals of Internal Medicine, 2005, Jeffrey Berger described the current situation surrounding both permanent pacemakers and defibrillators as one in which “medical organizations are more attentive to developing indications for the use of new technologies than to assessing appropriate treatment withdrawal”.  During the last thirty years, both the ethics literature and clinical practice around the termination of life-sustaining treatment have reflected conflict. 
However, there is currently a consensus among ethicists, clinicians, and legal scholars that there is no ethical difference between withholding and withdrawing treatment:  that is, the reasons that would justify the withholding of treatment in the first place may also justify its withdrawal.  

Despite this ethical consensus, some families may experience guilt when they decide to withdraw life-sustaining treatment, and some practitioners may experience discomfort as they implement decisions that are clearly supported by ethical analysis and policy.  Any protocols that are developed must take these experiences into account by providing support to both families and practitioners as decisions to withdraw defibrillators and pacemakers are implemented.  

Dr. Berkowitz: 
Is there any point in the course of a patient’s illness that a clinician should raise the question of disabling pacing devices such as implantable defibrillators or pacemakers? 

Dr. Owen: 
Patients requiring an implantable defibrillator frequently suffer from other progressive comorbidities that can lead to debilitation or death.  I think that, as part of the advance care planning process, clinicians should anticipate situations where the implantable defibrillator might no longer be desired, or where continued use of the device might no longer meet the patient’s goals of care.  
Dr. Berkowitz: 
And I think we would all agree that in those situations clinicians should raise and enter in to such discussions. 


Well, I’d like to thank Susan and Joel for discussing this topic today.   

Now, I would like to hear from our audience. What questions did the presentation raise? 

MODERATED DISCUSSION

Susan Crowley, West Haven VA:

I’m a nephrologist and also on the ethics committee here. This topic is very analogous to the discussions that we often have with regard to withdrawal of other types of life sustaining treatments such as dialysis. Exactly as the other speakers were pointing out, these kinds of discussions should be part of advance care planning and they need to periodically be readdressed with patients. When they no longer seem to be meeting a patient’s goals, then they are really just another procedure we are doing to the patient. I think we do need to take a step back and readdress if this is consistent to what they want and there are a variety of national guidelines with regard to dialysis withdrawal that have been promoted by the National Kidney Foundation, American Society of Nephrology and the Renal Physicians Association. There are some other guidelines that can set precedent for defibrillator disabling that the cardiology community could use as an example on which to build the guidelines.

Dr. Berkowitz:

Thank you for that insightful comment.  We also know there are some guidelines from the American College of Chest Physicians recently on protocols for ventilator withdrawal. So I do think that those are excellent resources that will help this new discipline approach these guidelines without starting from ground zero. That’s a great point.
Tim Latimer and Dean Kekel, Madison VAMC:
Thank you very much for the presentation today. I wondered if the speakers could talk a little bit as to whether or not some of the conclusions reached regarding defibrillators and pacemakers could be extended to ventricular devices like LVADs. 

Dr. Berkowitz:

For those on the call who may not know, I’ll do my best to say that LVADS are ventricular assist devices. If you think of the heart as a pump, these are devices that are connected to the patient’s body to augment the pumping function of the heart as opposed to the ones we’ve been talking about which are there to augment the electrical systems or keep the electrical systems firing properly. I know that it has been a contentious topic at times about what to do with these ventricular assist devices in specific patients. Tim, as I understood it, often those devices are meant to be bridges to another treatment – a heart transplant or some other time where that device was meant to be temporary. Is that the situation that you were thinking about?
Tim Latimer, Madison VAMC:

Yes. My understanding about the use of the device is that it is, for example, a bridge to heart transplantation. But two situations that have occurred are where an individual has been provided with an LVAD and is awaiting a transplant but either the patient or his surrogate have decided not to proceed with the transplant plan or the patient has been deemed no longer appropriate for the transplant. That’s one problem. The second problem is that I don’t know that it is always used as a bridge to transplantation. I think I’ve seen it in use as a bridge to prolong life, not always as transplantation with a goal. 

Dr. Berkowitz:

Let’s take where it was anticipated that the LVAD would be a relatively short term treatment or intervention waiting for a transplant. And then you say there are times when patients would request that it would be stopped or conversely, if it seemed like the patient’s condition had changed or they were no longer a candidate for the transplant so the original purpose of the device could no longer be achieved or was no longer desired by the patient. Joel or Susan, would you like to comment on that from an ethics standpoint. 
Mr. Roselin: 

I think if we go back to first principles that a decision to withdraw a treatment is ethically no different than a decision to not begin the treatment originally. At any point along a patient’s care, if the treatment no longer meets their goals of care, then they can request that that treatment be stopped and we are duty bound to honor that request. 
Dr. Berkowitz:

Yes I think that makes intuitive sense. It is sort of an extension of what we’re saying and what Susan Crowley from West Haven was saying that for all other treatments this is really how we operate. I think the more difficult circumstance comes up where other people would want to disable it for one reason or another and the patient still wants it.
Nathan Goldstein, Bronx VAMC:

The REMATCH (Randomized Evaluation of Mechanical Assistance for the Treatment of Congestive Heart Failure) Trial came out a couple years ago. Left ventricular assist devices are now being used as destination therapy and Medicare now pays for that. The issue of bridge to transplants - what the devices were originally created for - there is clear evidence now showing the devices can be used as destination therapy and we’re seeing that a lot more.
Dr. Berkowitz:

And that’s really good to know. I think what that sort of points to is that as these devices are implanted all of this needs to be part of the informed consent process when they are being put in. And that needs to be communicated as part of the shared decision making process. I think that as long as the clinician and the patient have common goals going in, it will be easier to identify when these goals are or are not being met and how to think about withdrawal in that context. 
Alice Beal, Brooklyn VAMC: 

I know generally Orthodox Jewish law says that there is a difference between the withdrawal of therapy and the withholding of therapy. In the instance where an AICD is going off and may be causing patient suffering, is it acceptable in Orthodox Jewish law to remove it?
Dr. Berkowitz:

Well I would not want to personally comment or give an expert opinion on Orthodox Jewish law. Is there anyone else on the call who would feel more comfortable with that?
Caller:

I would think that generally, principles apply, in that are we still respecting the patient’s rights or is it still in the best interest of the patient whether the patient is an Orthodox Jew or a Hindu or whatever. I would look at it from a general or objective perspective – what is in the best interest of patient. That would be my moral compass.
Dr. Berkowitz:

I agree with that and I do think Alice that most religions, again in my understanding and not as an expert opinion, do respect the patient’s preferences. Even though there are prohibitions against withdrawal in certain religions in certain treatments, there is also a great recognition as far as I know in all religions about avoiding suffering and honoring a patient’s personal goals. So I think that needs to be considered. Would anyone else like to comment on Dr. Beal’s question or the other part of Tim Latimer’s question about the long term use of left ventricular assist devices?
Dr. Berkowitz:

Up until now the focus has been on disabling these devices. I don’t know if anyone has run across any patients who have asked to actually have the devices physically removed. Does that raise a different set of concerns or questions for anyone? Does anyone have any experience or thoughts on that, please share them with us?
Caller:

My guess is that we would at least seek a specialist opinion. As primary care providers or palliative providers, we would assist the patient’s wishes. If it is not something that we do in our day to day life, we would involve the right people and seek a cardiologist opinion or a surgeon’s opinion. In this scenario, the patient wants the device stopped. Please advise us how we proceed and then we’ll stop the device. This is not something which happens too often.
Dr. Berkowitz:

Any I do think that we are used to removing other devices. We take endotracheal tubes out of patients. We take feeding tubes out of patients at their request. Of course the burden of removal in this case would involve surgery and may be impossible for portions of the device that may be scarred down or fibrosed in or the wires that go to the heart. But I guess what you’re saying is fundamentally what I agree with - that we would at least investigate what was involved in honoring such a request and then consider whether it was still desired or reasonable for that situation. Does that sound like the approach that others would take to request or physically remove the cardiac support device?

Well up until now we’ve been talking about requests to remove these devices in a palliative care setting, in patients who are actively dying, or who are predictably near the end of their life. Inevitably, it will come up where we have decisonally capable patients who are not obviously dying or terminal and they may ask to have these devices disabled. Does anyone want to comment on how to handle such a request?

Caller:

I think you should explore with the patient why they had a change of heart so to speak, and then honor their request if it sounds totally reasonable.

Caller:

And if they have preserved decision making capacity.
Dr. Berkowitz:

Susan or Joel, do you have comments on that one? It’s a tricky one. 

Dr. Owen:

I think that I agree with the two people that just spoke that the principles are the same. You need to check with the person about the reasons and be clear about the benefits and burdens of discontinuing that device would be. Then, if after doing that the person persists in wanting to have it disabled, then given all that we’ve said today that request would need to be honored. It would probably be more difficult for the physician and perhaps family members, but if the person is decisionally capable, I think we are obligated by policy and principles to honor that request. 

Betty Evans, Memphis VAMC:
I’m a nurse and I work with pacemaker/defibrillator patients. I want to know if anyone has an actual protocol or policy in their institutions about who may implement this therapy or re-program the device. Not everyone lives in a town where device representatives are readily available when these issues come up on inpatients.
Dr. Berkowitz:

That is a great question. We are not aware that there is national VA policy or protocol on this. We are not specifically aware of local institutions that already have such policy or protocol in place, although my guess is that probably some places do have such policies in place, we just don’t know about them. I think there is a difference between temporarily disabling these devices which can be done, as I understand it, by applying a magnetic over the device in a certain way and then a different circumstance of more permanently disabling it which would involve other people. So I think your request is two pronged. One, if other people have such protocols or policies and they want to share them, we’re not endorsing them, but certainly would love to take a look at them; and two, the question about disabling them - is there a temporary way to do it and then a more permanent way. But the temporary way, people could be educated about wherever they are.
Betty Evans, Memphis VAMC:

There’s not a temporary one for pacemakers at all. Just for defibrillators. 

Dr. Berkowitz:

The temporary one for defibrillators, as I understand it, is to just apply a magnet to the chest over the device.

Betty Evans, Memphis VAMC:

Not on all of them but on most of them.

Dr. Berkowitz:

Okay. And I guess the real answer here then is to work with your cardiologist and work with the people who put in the device and education them and think about it with them and try to come up with a locally appropriate policy and protocol for how those requests would be handled. 

Ally, Milwaukee VAMC:

What we would do here if a situation came up like that is the cardiology fellow that is on call would come in and they obviously then have access to the computer equipment that they need to make changes to the pacemakers or defibrillators.

Dr. Berkowitz:

Great. Thank you for sharing that. 

Mr. Roselin:
In facilities where there may not be electrophysiologists on staff, would the manufacturer’s representative be the person who would be called in to make adjustments to an individual’s device?

Betty Evans, Memphis VAMC:
That’s probably true in 90% of the cases all over the country, in private facilities especially.

Mr. Roselin:

That raises some very interesting ethical questions about whether those people would be bound by the same policies and ethical principles and compliance with patients’ requests for withdrawal. That would be part of the professional ethical responsibility for our VA staff.

Dr. Berkowitz:

Right. An obviously Joel, for a person to be providing care in a VA facility, they certainly would need to be credentialed and privileged or there would need to be a contractual arrangement so that those people are authorized to practice within our facilities. I do think that it is a great point that Betty raises and a good point that Joel raises about how that would need to be done.
Betty Evans, Memphis VAMC:

Dr. Edward Young in San Francisco is one of the big leaders for the VA system on pacemakers and internal defibrillators. The San Francisco VA has an email link but I’m not aware of any policies people have relative to any of what you’ve just addressed.

Dr. Berkowitz:

Right. And when we did our look too, we couldn’t find any national level policies on this.
Betty Evans, Memphis VAMC:

I doubt there is a national one.

Dr. Berkowitz:

But I do think that it is coming up more and more. It certainly comes to us more and more as a question and that was sort of the spirit in which we did the call, to try to give people who are involved in the situation a framework of how to think about it and then sort of point them in the direction of the governing policies and the precedents you can take to the discipline of cardiac support devices from other disciplines such as dialysis, critical care, where people are more used to withdrawal other devices. 

Dr. Horning, South Dakota:
We’ve been through some of this lately. As far as calling the company representative, actually Central Office responded to my request to look into this and they have some concerns. It bothers me a little bit that we have somebody go into surgery, often time the representative comes in and turns the defibrillator off, the patient goes through surgery and they turn it back on.
Dr. Berkowitz:

As I said, there are specific policies in VA that govern how company representatives are allowed to be involved appropriately in such procedures. I really would encourage everyone to take a look at those policies and make sure that what they are doing is ethically and from a compliance standpoint, appropriate. Again, to reiterate, when our patients come to us and they have care being provided, they are trusting in us that the person is competent, is checked out, and is appropriately credentialed and privileged. And that certainly is an ethical requirement and a regulatory requirement. The policies in those areas are quite clear and accessible and I would urge everyone to take a look at that.

Dr. Horning, South Dakota:

If the person is qualified and credentialed to put it in, why would they not be to turn it off?

Dr. Berkowitz:

Well I think that that is question for the involved clinicians and the people who give those privileges would have to answer. If there are differences, they should be addressed. If not, then I think that easily could be covered in the scope of practice if it was felt to be not covered. 

Dr. Horning, South Dakota: 

To me this is just a technician. I don’t do CAT scans but if I need a CAT scan I have a radiology technician come in to do the test. I guess to me, this is very similar. 

Dr. Berkowitz:

But again, the technician has a scope of practice that they work under. I think it’s important to make sure that all of these things are considered and appropriately taken care of in the involved people’s scope of practice or in the contractual agreements that cover it. Again, to help us as a system assure that appropriately qualified people are doing things to our patients.
Dr. Humphrey, Muskogee VAMC:
Would it also be appropriate to look into just the routine follow-up of these devices? That pacemakers and defibrillators are checked on a frequent and regular basis by company representatives and that adjustments are made as continued follow-up of these devices sometimes initiated the representatives themselves?
Dr. Berkowitz:

I am sure that all of those things are covered in our contracts with our vendors and that there is clinical supervision and oversight to make sure that all of those activities are done properly. Certainly I think that making a decision about a request to honor withdrawal or withholding of a cardiac support device is something that I think needs to be made by the patient in concert with their responsible providers. Not a decision to be taken lightly or made with anyone other than those people. How it’s actually done, I think is more in the bailiwick for a local protocol to determine. 
One thing that we were sort of thinking about is why have we suddenly seen a run on this question and also that we’ve noted that there’s been a bunch of articles out recently on it. I don’t know if people want to comment on why this is sort of coming up now as opposed to something that we haven’t really been hearing about ten years ago.

Caller:

Maybe the Schiavo case brought a lot of this to light.

Dr. Berkowitz:

That’s one thing. I think general patients’ rights and end of life questions are more in the news. Any other thoughts?

Alice Beal, Brooklyn VAMC:

One, that AICDs are being used more frequently than they used to and two, the VA has had a real push for palliative care so that now every VA is supposed to have a palliative care team. So I suspect that this choice is being offered in a way it didn’t use to be. 
Dr. Berkowitz:

I think those are two really good points. Even in our discussions, we had speculated that what seems like a relatively new topic is probably because there’s a relative new technology – the defibrillator portion of this – which is being more and more widely applied. And it has created new challenges amongst the providers involved in these decisions. They are coming up against questions that they hadn’t previously considered even though as Susan Crowley from West Haven pointed out, this is something that probably nephrologists are more familiar with because as a discipline, they have been dealing with this type of question for many, many years. 
Chris, Bay Pines VAMC:

A while ago we had an incident with one of our patients here who had an AICD. When he actually died, the AICD fired about 30 plus times causing severe burns to his chest. Because of that, we have developed a policy about turning off defibrillators before people come to our hospice unit.

Dr. Berkowitz:

That’s really good to know. We’ve heard other antidotes about other similar circumstances which are very troubling to everyone who is involved. It’s corroboration of that. I know that you have a protocol and if you would like to send it to us, we would take a look at it and also make sure that anyone who requests it, we can send it out with the follow-up to the call. Again, I can’t specifically endorse it but certainly if it is out there, we’d be happy, if you want to, to send it around. 
Caller:

I’m not familiar with ever, under any circumstance, an internal defibrillator causing burns.

Caller:

Yes that is unusual. I’ve never heard of that either.

Caller: 

You might want to write that one up because no one I know has ever had that. It’s very sad to see someone who is terminally ill who is actually dying and they are flopping all over the bed with their family around trying to have prayer and comfort the patient. I certainly think that this is an extremely relevant topic and I’m glad you brought it up. I’m sure it will spark more conversation in a lot of places.

Dr. Horning, South Dakota:
Dr. Berkowitz, you talked about the left ventricular assist devices. I guess another aspect of that and a whole different way to look at this would be to look at this as part of medical futility and maybe the principle of justice. Maybe you’ve discussed that in the past. That might be a future topic. 

Dr. Berkowitz:

What do you, more specifically, have in mind?

Dr. Horning: South Dakota:

Well more of medical futility - if a person has had this in the past or has come in for some very intensive inpatient treatment for almost end stage congestive heart failure. Quality of life may be going down and the question is should we really continue here. There may be some mixed feelings in the family and certainly you have to go with autonomy as far as what the patient wants and the legal representative. But you can see where this might be a problem.

Dr. Berkowitz:

And I guess what you’re getting at is probably Tim Latimer’s second question - are there limits on the other side to where we as a system of providers would say this is not appropriate to continue the LVAD or the cardiac support. And then the patient saying, no, no, I want it. I do think that’s a very important topic but it’s a whole different topic than today’s call.

CONCLUSION

Dr. Berkowitz:

Well, as usual, we did not expect to conclude this discussion in the time allotted, and unfortunately we are out of time for today's discussion. We will post on our Web site a very detailed summary of each National Ethics Teleconference. So please visit our Web site to review today's discussion. We will be sending a follow up email for this call that will include the call summary and the CME credits.

We would like to thank everyone who has worked hard on the development, planning, and implementation of this call. It is never a trivial task and I appreciate everyone's efforts, especially, Susan Owen, Joel Roselin, Nichelle Cherry, and other members of the Ethics Center and EES staff who support these calls.

· Let me remind you our next NET call will be on Wednesday May 31 from 1:00 – 2:00 pm ET. Please look to the Web site at vaww.va.gov/vhaethics and your Outlook e-mail for details and announcements.

· I will be sending out a follow-up e-mail for this call with the summary of this call and the instructions for obtaining CME credits.
· Please let us know if you or someone you know should be receiving the announcements for these calls and didn't. 

· Please let us know if you have suggestions for topics for future calls.



· Again, our e-mail address is: vhaethics@va.gov.

Thank you and have a great day!    
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