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At the conclusion of this presentation, learners
should...

1. Be familiar with the management of ICDs (Implantable cardioverter
defibrillators) at the end of life

2. Be familiar with the management of pacemakers at the end of life

3. Define ethical principles and controversies in relation to device
management at the end of life
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Disclosures

None

@VCUHealth.



|ICDs in Context

« |ICD Expansion in use: 3-4 million eligible, +400,000/year®?
- Extended disease trajectory®
« 5y post implantation, %2 older ICD patients dead or in hospice®

Cardiac disease W' Sq/3 o patients l  86% hospice

accounts for : :
12% of hospice dying with ICDs programs have

diagnoses®

receive hospice® ICD patients®




Consequences for patients

Frequent shocks 86% of
Painful and at EOL (up to programs report
distressing™ 68% in last adverse
2l ez experience?4-26
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Are we adequately communicating about ICDs?

. Important but rarely done?’ _

Unaware of patients’ understanding?8

* 1/3 internists & 2/3 electrophysiologists believe patients are aware.
» Less likely to have conversations

Hospice Communication?®

« 20% of hospices have ICD question

* 10% deactivation policy
« 25% magnet; of these, 64% provided training
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What is best/ideal practice?

 Question on intake and policy=°
* Screen and proactively manage®
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Sample Policy

r

Identification of device

Informed consent re deactivation

r

Process for reprogramming

\_

‘Process for deactivation mm emergent

L scenario

Fromme et al. 2001




What is the consensus regarding ethics?

 Court decisions
* Code of Federal Regulations
« AMA Code of Ethics

HRS Expert Consensus Statement3?
AMA%; Code of Medical Ethics

OPINION 5.3
Back to Chapter 5

== Withholding or Withdrawing
Life-Sustaining Treatment

Decisions to withhold or withdraw life-sustaining interventions can be ethically 4} Download PDF
and emotionally challenging to all involved. However, a patient who has dedision-

making capacity appropriate to the decision at hand has the right to decline any

medical intervention or ask that an intervention be stopped, even when that

dedision is expected to lead to his or her death and regardless of whether or not

the individual is terminally ill. When a patient lacks appropriate capadity, the

patient’s surrogate may decline an intervention or ask that an intervention be

stopped in keeping with ethics guidance for surrogate decision making.
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HRS Expert Consensus Statement on the Management of
Cardiovascular Implantable Electronic Devices (CIEDs) in

patients nearing end of life or requesting withdrawal of therapy

This document was developed in collaboration and endorsed by the American College of Cardiology
(ACC), the American Geriatrics Society (AGS), the American Academy of Hospice and Palliative
Medicine (AAHPM); the American Heart Association (AHA), the European Heart Rhythm
Association (EHRA), and the Hospice and Palliative Nurses Association (HPNA).
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PACEMAKERS

AnmY
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[87yo female

« CKD, DM2, HTN, HLD, CVA
 Heart block, PM 2013
* Vascular Dementia, decline 2020

[HPI

* Home hospice, recent decline
* Daughter with intellectualdisability, daughter mPOA out of state

[Social History

* High functioning, productive life
» Airforce, caretaker, schooland investments

[Advance Directives

* Procedures that artificially prolong dying be withheld/withdrawn

[Phn

* Accepted inpatient hospice
 Familyrequests PM deactivated
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* Unresponsive, severe end-stage dementia

E P note * Deactivate PM, expect imminent death
#1

* Pernurses, more alert
* Generator change 2023, preferred therapy
* Do not see suffering

* PM does not impact condition
EP n Ot e * Withdrawal will cause suffering, immediate death

* "My conscience does not align with PM deactivation"

#2
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Thoughts?
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Pacemakers at the end of life

 Quality of life may be so poor patients do not wish to artificially
prolong

* Right to refuse LSMT?3'

« Consensus: withdrawal equivalent to refusing, NOT physician-
assisted dying or euthanasia3?
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Rationale

Foregomg

withholding

» Letting die (FOREGOING) v actively hastening death

withdrawing

« PAD/euthanasia: intention to effect death.33
e CIED deactivation: intention to withdraw burdensome treatment34
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Controversy

* Not all agree, and |ICD deactivation has less controversy
« 10-30% clinicians view PM deactivation as PAD/euthanasia3°
* Nurse perspective3©
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Rationale for objecting: PMs are different than
(@D

 PM minimal burden
* Doesn’t spare symptoms, may worsen
* Functions continuously, potential death quickly

"Disabling an ICD is
akin to requesting the
medical team not to
use the paddles on a
patient, but turning off
a pacemaker is akin
to taking out a
heart™3’

@VCUHealth.




» Doesn’t spare symptoms, may worsen : : )
"Disabling an ICD is

akin to requesting
the medical team
not to use the
paddles on a
patient, but turning
off a pacemaker is
akin to taking out a
heart”3’

« Functions continuously, potential death quickly
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 PM minimal burden
» Doesn’t spare symptoms, may worsen
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"Disabling an ICD is
akin to requesting
the medical team

not to use
thepaddles on a
patient, but turning
off a pacemaker is

akin to taking out a

heart”s’




 PM minimal burden
» Doesn'’t spare symptoms, may worsen
* Functions continuously, potential death quickly
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|Is Pacemaker versus ICD deactivation ethically
different?

Constitutive: take over
a function the body was
formerly able to provide

K(PM)

Regulative: Coax the
body back to its normal,
health status (ICD) VS

%

* |s there an increased ethical obligation to
maintain a constitutive therapy?

Counterexamples: ECMO takes over role played
by healthy lungs, HD by healthy kidneys, both
constitutive yet clearly permissible to withdraw or
withhold at the patient’s discretion

@VCUHealth. Macauley, 2018



What is the ethical difference between taking out a transplanted
organ or heart valve and discontinuing a pacemaker?

[ A

Constitutive
Interventions

Replacements
Substitutive (kidney
(ECMO, HD) transplant, heart
valve)
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Replacement Therapy

- J

* Independent from external energy
sources

 Independent from external control
* Growth and self repair

Sulmasy, 2008
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Ethics note

* Controversial
* Ethical principles of autonomy, beneficence and non-maleficence

HRS Expert Consensus Statement: minimal direct burdens but indirect burdens may be
substantial??

* Benefit and burden can only be determined by that patient

HRS Expert Consensus Statement on the Management of
Cardiovascular Implantable Electronic Devices (CIEDs) in

patients nearing end of life or requesting withdrawal of therapy

This document was developed in collaboration and endorsed by the American College of Cardiology
(ACC), the American Geriatrics Society (AGS), the American Academy of Hospice and Palliative
Medicine (AAHPM); the American Heart Association (AHA), the European Heart Rhythm
Association (EHRA), and the Hospice and Palliative Nurses Association (HPNA).

Rachel Lampert, MD, FHRS,* David L. Hayes, MD, FHRS,T George J. Annas, JD, MPH,*
Margaret A. Farley, PhD," Nathan E. Goldstein, MD,®* Robert M. Hamilton, MD,**
G. Neal Kay, MD, FHRS,'! Daniel B. Kramer, MD,** Paul 5. Mueller, MD, MPH,! Luigi Padeletti, MD,TT

Leo Pozuelo, I‘-"IIj_, Mark H. Schoenfeld, MD, FHRS,* Panos E. Vardas, MD, PhD,***
Debra L. Wiegand, PhD, RN,""t Richard Zellner, JD, MA#¥¥
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Ethics note

 Ethically reasonable to disable PM in this patient

» Moral distress for providers, should not be compelled
o Do not impose values
o Do not abandon
o Second clinician

,@, Health Lampert et al., 2010



Chaplain note

Per family:

the [patient] “wants to go to Heaven and the pacemaker is preventing that”

“the best act of love is to give her the freedom to go”
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The Future

* Technology such as LVADs
» Lure of life saving technology, but are we ready?
« Lack of information on long term impacts3°

* LVAD patients able to participate in end-of-life decision making,
>50% died at home*?

Destination LVAD therapy

Hero a

Miraculous savior Tether
Magic bullet Disability
Car in need of repair

@VCUHealth.



References

5. Fromme EK, Stewart TL, Jeppesen M, Tolle SW. Adverse experiences with implantable defibrillators in Oregon hospices. Am J Hosp Palliat Care. 2011
Aug;28(5):304-9. doi: 10.1177/1049909110390505. Epub 2010 Nov 25. PMID: 21112878; PMCID: PMC3578584.

6. Moss AJ, Zareba W, Hall WJ, et al. Prophylactic Implantation of a Defibrillator in Patients with Myocardial Infarction and Reduced Ejection Fraction. N Engl J
Med. 2002; 346(12):877-883. [PubMed: 11907286]

8. McClellan MB, Tunis SR. Medicare coverage of ICDs. N Engl J Med. 2005; 352(3):222—-224. 20; [PubMed: 15659721]

9. National Hospice and Palliative Care Organization. [Accessed March 24, 2010] 2007 National Summary of Hospice Care.
http://www.nhpco.org/files/public/Statistics_Research/ 2007 _natl_summary-hospice_care.pdf.

10. Lewis WR, Luebke DL, Johnson NJ, et al. Withdrawing Implantable Defibrillator Shock Therapy in Terminally lll Patients. Am J Med. 2006; 119(10):892—896.
[PubMed: 17000222]

11. Stoevelaar R, Brinkman-Stoppelenburg A, Bhagwandien RE, van Bruchem-Visser RL, Theuns DA, van der Heide A, Rietjens JA. The incidence and impact of
implantable cardioverter defibrillator shocks in the last phase of life: An integrated review. Eur J Cardiovasc Nurs. 2018 Aug;17(6):477-485. doi:
10.1177/1474515118777421. Epub 2018 May 18. PMID: 29772911; PMCID: PMC6071218.

12. Pratt CM, Greenway PS, Schoenfeld MH, et al. Exploration of the precision of classifying sudden cardiac death: Implications for the interpretation of clinical
trials. Circulation 1996; 93: 519-524.

13. Grubman EM, Pavri BB, Shipman T, et al. Cardiac death and stored electrograms in patients with third-generation implantable cardioverter-defibrillators. J Am
Coll Cardiol 1998; 32: 1056—-1062.

14. Lehmann MH, Thomas A, Nabih M, et al. Sudden death in recipients of first-generation implantable cardioverter defibrillators: Analysis of terminal events.
Participating investigators. J Interv Cardiol 1994; 7: 487-503. |

15. Mosteller RD, Lehmann MH, Thomas AC, et al. Operative mortality with implantation of the automatic cardioverter-defibrillator. Am J Cardiol 1991; 68: 1340—
1345.

16. Pires LA, Hull ML, Nino CL, et al. Sudden death in recipients of transvenous implantable cardioverter defibrillator systems: Terminal events, predictors, and
potential mechanisms. J Cardiovasc Electrophysiol 1999; 10: 1049—-1056. [

@VCUHealth.




References

17. Nielsen JC, Mortensen PT, Pedersen AK. Long-term follow-up of patients treated with implantable cardioverter defibrillators in a Danish centre: Occurrence of
ICD therapy and patient survival. Scand Cardiovasc J 1997; 31: 151-156. |

18. Gross J, Zilo P, Ferrick K, et al. Sudden death mortality in implantable cardioverter defibrillator patients. Pacing Clin Electrophysiol 1991; 14: 250-254. |
19. Westerdahl AK, Sutton R, Frykman V. Defibrillator patients should not be denied a peaceful death. Int J Cardiol 2015; 182: 440—-446. |

20. Sherazi S, McNitt S, Aktas MK, et al. End-of-life care in patients with implantable cardioverter defibrillators: A MADIT-Il substudy. PACE Pacing Clin
Electrophysiol 2013; 36: 1273-1279.

21. Westerdahl AK, Sjoblom J, Mattiasson AC, et al. Implantable cardioverter-defibrillator therapy before death: High risk for painful shocks at end of life. Circulation
2014; 129: 422-429.

22. Lewis WR, Luebke DL, Johnson NJ, et al. Withdrawing implantable defibrillator shock therapy in terminally ill patients. Am J Med 2006; 119: 892—-896.

23. Poole JE, Johnson GW, Hellkamp AS, et al. Prognostic importance of defibrillator shocks in patients with heart failure. N Engl J Med 2008; 359: 1009-1017.
24 Goldstein NE, Lampert R, Bradley E, et al. Management of implantable cardioverter defibrillators in end-of-life care. Ann Intern Med 2004; 141: 835-838.

25. Kelley AS, Reid MC, Miller DH, et al. Implantable cardioverter-defibrillator deactivation at the end of life: A physician survey. Am Heart J 2009; 157: 702-8.e1.

26. Fromme EK, Stewart T, Jeppesen M, et al. Adverse experiences with implantable defibrillators in Oregon hospices. Am J Hospice Palliative Med 2011; 28: 304—
309.

27. Goldstein NE, Mehta D, Teitelbaum E, Bradley EH, Morrison RS. "It's like crossing a bridge" complexities preventing physicians from discussing deactivation of
implantable defibrillators at the end of life. J Gen Intern Med. 2008 Jan;23 Suppl! 1(Suppl 1):2-6.

28. Goldstein NE, Mehta D, Siddiqui S, et al. “That’s like an act of suicide” patients’ attitudes toward deactivation of implantable defibrillators. J Gen Intern Med.
2008;23(Suppl 1):7-12. doi: 10.1007/s11606-007-0239-8.

29. Goldstein N, Carlson M, Livote E, Kutner JS. Brief communication: Management of implantable cardioverter-defibrillators in hospice: A nationwide survey. Ann
Intern Med. 2010 Mar 2;152(5):296-9

@VCUHealth.




References

30. Goldstein et al. Page 3 Ann Intern Med. Author manuscript; available in PMC 2010 September 2. NIH-PA Author Manuscript NIH-PA Author Manuscript NIH-PA Author Manuscript

31. Macauley, Robert C. Ethics in Palliative Care : A Complete Guide. New York, NY: Oxford University Press, 2018. Print.

32, HRS Expert Consensus Statement on the Management of Cardiovascular Implantable Electronic Devices (CIEDs) in patients nearing end of life or requesting withdrawal of therapy: This document was developed in
collaboration and endorsed by the American College of Cardiology (ACC), the American Geriatrics Society (AGS), the American Academy of Hospice and Palliative Medicine (AAHPM); the American Heart Association
(AHA), the European Heart Rhythm Association (EHRA), and the Hospice and Palliative Nurses Association (HPNA). Heart Rhythm, 7(7), 1008-1026. {{Lampert, R., Hayes, D. L., Annas, G. J., Farley, M. A, Goldstein,
N. E., Hamilton, R. M, ... & Zellner, R. (2010).

33. Rhymes JA, McCullough LB, Luchi RJ, Teasdale TA, Wilson N. Withdrawing very low-burden interventions in chronically ill patients. JAMA. 2000 Feb 23;283(8):1061-3.

34. . Zellner RA, Aulisio MP, Lewis WR. Should implantable cardioverter-defibrillators and permanent pacemakers in patients with terminal iliness be deactivated? Deactivating permanent pacemaker in patients with
terminalillness. Patient autonomy is paramount. Circ Arrhythm Electrophysiol. 2009 Jun;2(3):340-4; discussion 340.

35. Mueller PS, Jenkins SM, Bramstedt KA, Hayes DL. Deactivating implanted cardiac devices in terminally ill patients: practices and attitudes. Pacing Clin Electrophysiol. 2008 May;31(5):560-8.

36. Kramer DB, Ottenberg AL, Gerhardson S, Mueller LA, Kaufman SR, Koenig BA, Mueller PS. "Just Because We Can Doesn't Mean We Should": views of nurses on deactivation of pacemakers and implantable
cardioverter-defibrillators. J Interv Card Electrophysiol. 2011 Dec;32(3):243-52. Epub 2011 Jul 30.

37. Pilkington BC. Treating or Killing? The Divergent Moral Implications of Cardiac Device Deactivation. J Med Philos. 2020 Jan 10;45(1):28-41. doi: 10.1093/jmp/jhz031. Erratum in: J Med Philos. 2021 Jun 9;46(3):377.
38. Sulmasy DP. Within you/without you: biotechnology, ontology, and ethics. J Gen Intern Med. 2008 Jan;23 Suppl 1(Suppl 1):69-72.

39. Sara E. Wordingham & Keith M. Swetz (2017) Can Anyone Be Prepared Enough for Life With an LVAD-DT?, The American Journal of Bioethics, 17:2, 14-16, DOI: 10.1080/15265161.2016.1265171

40. Brush, S., D. Budge, R. Alharethi, et al. 2010. End-of-life decision making and implementation in recipients of a destination left ventricular assist device. Journal of Heart and Lung Transplantation 29(12):1337—41.

41. Barg FK, Kellom K, Ziv T, Hull SC, Suhail-Sindhu S, Kirkpatrick JN. LVAD-DT: Culture of Rescue and Liminal Experience in the Treatment of Heart Failure. Am J Bioeth. 2017 Feb;17(2):3-11. doi:
10.1080/15265161.2016.1265162. PMID: 28112612.

@VCUHealth.



	Cardiovascular Implantable Electronic Devices at the End of Life
	At the conclusion of this presentation, learners should...
	Disclosures
	ICDs in Context
	Consequences for patients
	Are we adequately communicating about ICDs?
	What is best/ideal practice? 
	Sample Policy
	What is the consensus regarding ethics?
	PACEMAKERS
	Slide Number 11
	Slide Number 12
	Thoughts?
	Pacemakers at the end of life
	Rationale 
	Controversy
	Rationale for objecting: PMs are different than ICDs
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Is Pacemaker versus ICD deactivation ethically different?�
	Slide Number 22
	Slide Number 23
	Ethics note
	Ethics note
	Chaplain note
	The Future
	References
	References
	References

