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IntegratedEthics™
Improvement Forum Call
Ethics Consultation Coaching Call
March 21, 2016

Welcome to Ethics Consultation Coordinators
This is Marilyn Mitchell.  I am the IntegratedEthics Manager for Ethics Consultation at the National Center for Ethics in Health Care and I will be moderating today’s IE Ethics Consultation Improvement Forum call.  Thank you for joining us today.  Our topic today is: Ethics Consultation Coaching Call.  

If you did not receive a reminder email for this EC Improvement Forum call, it is possible you are not signed up for the IE listserv.  You can do so easily by going to the National Center’s website and under the Integrated Ethics portion of the website you will find it.  The link will be available in the minutes:  
http://vaww.ethics.va.gov/integratedethics/regindex.asp

The call schedule and summary notes are posted on the IntegratedEthics website at: http://vaww.ethics.va.gov/integratedethics/TA.asp

Before I continue I want to mention that other staff from the Ethics Center typically join the call and you may be hearing from them. 
We will not be using slides for this call.  Please use the VANTs line and please do not put your line on hold because it introduces music into the call.  We ask that when you speak, you please begin by telling us your name, location and title so we can continue to get to know each other better.  As you may know the Ethics Center does not audiotape these calls; instead, we provide minutes.  In the field some VHA facilities are audiotaping the calls to make it possible for their colleagues to hear the full text of the discussion.  As a result, this is not the venue for reporting violations, talking about individual case information, or disclosing identifiable patient information.  

Welcome Dr. Berkowitz and Barbara Chanko.  Thank you both for leading this EC Coaching Call.  To begin, please note, the IF Call Announcement sent earlier had the necessary documents for today’s discussion.  They will also be attached to the summary.  Those documents include a de-identified case consultation record – “High Risk Cardiothoracic Surgery”, the Key Elements in an Ethics Case Consultation and an article titled, “Shared Decision Making – Finding the Sweet Spot” by Terri Fried, M.D.
We will use these documents to discuss documenting ethics consultation in a way that is clear, contains essential information to the consultation and will communicate to those that read the record the main issues addressed by the ethics consult.  It is standard in health care that assessing quality is often done by assessing the written record of the care delivered.  Ethics consultation is no exception to that standard, which is why the documentation is so important.  Again, thank you Dr. Berkowitz and Barbara Chanko for leading the discussion.

Included below are the documents for this call:



[bookmark: _MON_1521280425]
This is the link to all of the Ethics Consultation Coaching Documents:
Ethics Consultation Coaching Session Documents
Please remember, that like the rest of my New York colleagues, my door, my email, Marilyn.Mitchell@va.gov  and my phone (212-951-5477) are always open to hear from you.

[bookmark: _GoBack]The next EC Improvement Forum call will be on April 25, 2016 on the topic – The Ethics Consultation Quality Assessment Tool.  See you then.

Take care – and thank you for everything you do to deliver excellent care to our Veterans.
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Nutshell: given cardiothoracic surgery is high risk, is it ethical to not give it 
 


CLARIFY 


Requester Data 


Requester's first name:* XXX 
Requester's last name:* XXX 
Job title: Physician 
Role:* Physician - Staff 
Date of request:* XXX 
Is request urgent:* No 
Requester's description of the case and ethics concern, including steps taken to resolve the concern:* 


79 yo M w critical left main disease 80-90%, has typical chest pain. Has hx of COPD (severe), so high risk of 
requiring prolonged vent / trach if he were to undergo CABG. Also has CKD, risk of requiring HD post-op. 
Would appreciate surgical palliative care consult to discuss with patient. Patient is amenable to surgery as he 
is at v high risk of having a massive MI, but also greatly values his quality of life and does not want to be trach 
dependent, on HD, or have a prolonged hospital stay. Cardiac surgeons willing to operate, but pt is having 
difficulty weighing his risk of death vs. risk of post-op morbidities. 
Type of assistance requested:* Explanation of options, Recommendation for care 
Is the requester the patient's attending (or primary provider for outpatients)?:* Yes 
Attending first name:* XXX 
Attending last name:* XXX 
Has attending (or primary provider for outpatients) been notified?:* Yes 


Patient Data 


Patient's first name:* XXX 
Patient's last name:* XXX 
SS # (Last 4):* XXX 
Gender: Male 
Care setting:* Inpatient 
Clinical service caring for the patient:* Surgical & Anesthesia 


Ethics Question 


The ethics question in this case is:* Given that surgery has a very high perioperative risk, is it ethically 


justifiable to not pursue surgery for him? 


Consultants 


Primary consultant:* XXX 
Primary model for this consultation:* Individual 



https://vaww.ecweb.ethics.va.gov/printConsult.cfm#skip
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ASSEMBLE 


Information Sources 


Review of health record?:* Yes 
Face-to-face patient visit?:* Yes 
Ethics knowledge: professional codes & guidelines, published literature. 


Capacity/Surrogate/Advance Directive 


Does patient have decision-making capacity?:* Yes 
Review of advance directive?: The patient has no advance directive. 


Information Summary 


Medical facts: Mr. XXX is an 78 year old man with critical left main coronary artery disease, with chest pain, 


COPD, chronic kidney disease, and other comorbidities. He is hospitalized for his current heart condition, 
which would typically be treated surgically if he were younger and with fewer comorbidities. In his current state, 
the surgical team believes he has a high risk of perioperative complications including prolonged 
ventilator/traecheostomy, dialysis, or death. Percutaneous approach would not be standard of care for an 80-
90% LAD occlusion, but may be an option in him given his age and comorbidities, and the risks of surgery for 
him. 
Patient's preferences & interests: I spoke with the patient about his options. He enjoys his life and is 


extremely lucid; he appears much more fit and healthy than his chart would suggest. He does not want to be 
on a respirator or to be in the hospital forever, or for a prolonged time. If there were an intervention that could 
make him slightly to moderately better, he would consider having that done. 
Other parties' preferences & interests: I spoke with his wife and son, and their preferences and interests are 


the same as the patient’s. 
Ethics knowledge: From the principles of beneficence and non-maleficence, he would theoretically receive 


the most benefit from open surgery, but this would also carry the highest risk of maleficence. Percutanous 
approach would benefit him less, but also have a lower likelihood of causing harm. Doing neither (i.e., 
continuing to treat him medically) would have the least benefit. In terms of autonomy, he is completely lucid 
and actively involved in his decision-making. He understands all of the options extremely well. As far as 
distributive justice, treating equals equally, others in his position would be given the different option and 
allowed to make an informed choice if possible. Parsimony would come into play if he needed to have a 
prolonged postoperative hospitalization. At this point, it is a secondary issue to those mentioned above. 


SYNTHESIZE 


Formal Meeting 


Did a formal meeting take place?: No 


Ethical Analysis 


The ethical analysis for this case is:* as above 


Ethically Appropriate Decision Maker 


Moral Deliberation 


No moral deliberation has been described.  
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Recommendations/Plans 


Did the relevant parties reach agreement?: Yes 
Describe recommendations and plans:* The patient understands the risks, benefits, and alternatives for 


each of the treatment options. He understands that surgery would be high-risk but would also be the treatment 
of choice typically for this level of disease in the LAD. He also understands that high risk PCI is a less than 
ideal solution, but he is balancing the risks and benefits of his different imperfect treatment options. At this 
time, he has expressed a preference for either medical therapy or percutaneous if possible; as these are 
reasonable within the context of his disease, we would recommend respecting his wishes. If one of his 
treatment teams does not think this is reasonable, it would be useful to have a group meeting with the different 
treatment teams to re-clarify all options. 


EXPLAIN 


Communicate Synthesis 


Was the synthesis communicated to key participants in this case?: Yes 


SUPPORT 


Follow Up 


Evaluate the Consultation 


Systems Issues 


FINISHED CONSULT DATA 


Domain:* Shared Decision Making 
Topic:* Decision making capacity/competency 
Estimated time spent (defined as estimated total of all consultant resources in minutes):* 240 
Should the requester and/or other participants evaluate the consultation?:* No 
Reason for no evaluation: not done at our institution. 


NOTES 


REMINDERS 


REFERRAL 


 


ATTACHMENTS 


 
Ethics consultation summary note for record  
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Key Elements in an Ethics Case Consultation.docx
Assessing the Quality of Ethics Consultation Based on the Consultation Record:  Key Elements in an Ethics Case Consultation

These four key elements are essential and must be documented for a quality ethics consultation. 



Key Element 1:  Ethics Question – The ethics question(s) focuses the consultation response.  Specifically, the consultation record: 

(1) clarifies the ethical concern(s) (uncertainty or conflict about values) that gave rise to the consultation request

(2) identifies whose values are uncertain or in conflict

(3) identifies the decisions(s) or action(s) in question 



Key Element 2:  Consultation-Specific Information – The consultation-specific information informs the ethical analysis.  Specifically, the consultation record:

(1) conveys the most important information (i.e., relevant information necessary to answer the question and inform the ethical analysis) about the medical and social facts, patient preferences, values and interests, and other parties’ preferences, values, and interests 

(2) reflects appropriate sources and processes used to obtain relevant medical and social facts, patient preferences (e.g., face-to-face visit with patient or surrogate as appropriate), and/or other parties’ preferences 



Key Element 3:  Ethical Analysis – The ethical analysis provides justification for the conclusions and/or recommendations.  Specifically, the consultation record:

(1) articulates valid and compelling arguments and counterarguments based on the consultation-specific information (e.g., inclusion of different stakeholders’ perspectives) and consultation-relevant ethics knowledge (e.g., ethical standards, empirical literature, precedent cases) 

(2) analyzes the ethical concern(s) (uncertainty or conflict about values) with focus (avoiding extraneous, distracting information) and depth (providing sufficient details as appropriate to the consultation)

(3) reflects appropriate weighing and balancing of arguments and counterarguments



Key Element 4:  Conclusions and/or Recommendations – The conclusions and/or recommendations promote ethical practices.  Specifically, the consultation record:

(1) identifies and explains the range of ethically justifiable options

(2) makes practical conclusions and/or recommendations that are ethically justifiable and responsive to the ethics question(s)
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Some concluded that its benefit–
risk profile was unfavorable, 
even with the safety measures 
described here, and recommend-
ed against approval.5 In their 
view, the observed treatment ef-
fects were offset by the poten-
tially life-threatening hypoten-
sion, syncope, accidental injuries 
related to CNS depression, and 
the unclear clinical significance 
of a drug-related increase in 
malignant mammary tumors in 
female mice. They also ques-
tioned the generalizability of the 
phase 3 safety data to all pre-
menopausal women likely to use 
f libanserin, given the trials’ ex-
tensive exclusion criteria. At a 
minimum, they recommended a 
preapproval alcohol-interaction 
study in women.


Transparent, robust scientific 
discussions among FDA staff are 
encouraged, so that all internal 
viewpoints can be considered be-
fore decisions are finalized. The 
FDA also considered the recom-
mendations from advisory com-
mittee members and the public, 
including letters both favoring 
and opposing approval.


The agency’s approach aims 
to ensure that patients and pre-
scribers know about the risks so 
they can make informed deci-
sions about using f libanserin. 
Because HSDD is symptomatic, 
patients can directly assess 
whether any improvements they 
experience are worth the risks. 
Flibanserin should be discon
tinued if HSDD symptoms do 
not improve after 8 weeks of 
treatment.


It’s impossible to know any 
drug’s full safety profile at the 
time of approval. Beyond the safe-
ty measures noted above, the 
FDA is requiring three postap-
proval trials to further elucidate 
the alcohol interaction in women, 
plus enhanced pharmacovigilance 
for hypotension, syncope, acciden-
tal injury, and death. The agency 
will be able to take regulatory 
action as needed on the basis of 
the resulting data. We believe this 
is a reasonable approach that bal-
ances safety and access. Although 
the FDA does not regulate off-label 
use, we encourage responsible 
prescribing and emphasize that 
the approval is only for the popu-


lation that was studied — pre-
menopausal women with HSDD.


Disclosure forms provided by the au-
thors are available with the full text of this 
article at NEJM.org.


From the Food and Drug Administration, 
Silver Spring, MD.


This article was published on December 9, 
2015, at NEJM.org.


1.	 Food and Drug Administration. Patient-
focused drug development public meeting 
and scientific workshop on female sexual 
dysfunction, 2014 (http://www.fda.gov/Drugs/ 
NewsEvents/ucm401167.htm).
2.	 Transcript for the June 18, 2010, meeting of 
the Advisory Committee for Reproductive 
Health Drugs (http://www.fda.gov/downloads/
AdvisoryCommittees/CommitteesMeeting 
Materials/Drugs/ReproductiveHealthDrugs 
AdvisoryCommittee/UCM248753.pdf).
3.	 Nguyen CP, Hirsch MS, Moeny D, Kaul S, 
Mohamoud M, Joffe HV. Testosterone and 
“age-related hypogonadism” — FDA con-
cerns. N Engl J Med 2015;373:689-91.
4.	 Results from the 2013 National Survey on 
Drug Use and Health: summary of national 
findings. Rockville, MD: Substance Abuse 
and Mental Health Administration, 2014 
(http://www.samhsa.gov/data/sites/ 
default/files/NSDUHresultsPDFWHTML2013/
Web/NSDUHresults2013.pdf).
5.	 Food and Drug Administration. Addyi 
tablets (FDA staff reviews, REMS, labels and 
action letters). 2015 (http://www.accessdata 
.fda.gov/drugsatfda_docs/nda/2015/ 
022526Orig1s000TOC.cfm).


DOI: 10.1056/NEJMp1513686
Copyright © 2015 Massachusetts Medical Society.


FDA Approval of Flibanserin


Shared Decision Making — Finding the Sweet Spot
Terri R. Fried, M.D.​


The importance of shared de-
cision making in health care 


has been increasingly recognized 
over the past several decades. 
Consensus has emerged that of 
the various types of decisions we 
make, those that involve choos-
ing among more than one rea-
sonable treatment option should 
be made through a process in 
which patients participate: clini-
cians provide patients with infor-


mation about all the options and 
help them to identify their pref-
erences in the context of their 
values.


But there are many ways in 
which decision making can be 
shared between clinicians and 
patients. Physicians describe pro-
cesses that range from explain-
ing the clinical situation and 
making a recommendation that 
the patient can accept or reject to 


outlining the treatment options 
and leaving the final decision to 
the patient.1 In other words, the 
leeway and responsibility given 
to the patient for making the de-
cision can vary widely.


Unfortunately, the role the pa-
tient is asked to play in the pro-
cess is frequently not appropri-
ately matched to the clinical 
circumstances underlying the de-
cision. The greater the uncertainty 


The New England Journal of Medicine 
Downloaded from nejm.org at VA LIBRARY NETWORK on February 26, 2016. For personal use only. No other uses without permission. 
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shared decision making


surrounding the options and the 
greater the clinician’s ambiva-
lence about the “right” choice, 
the greater the likelihood that the 
patient will be asked to make the 
decision. Conversely, the greater 
the precision with which a deci-
sion’s outcomes can be predict-
ed, the greater the likelihood that 
the physician will make a strong 
recommendation. This approach 
is supported by the language 
found in many guidelines and, at 
first blush, may appear to make 
good sense. A deeper examination 
of some common decisions, how-
ever, reveals, in my opinion, that 
just the opposite must occur if 
we are to optimize shared deci-
sion making.


The emphasis on involving pa-
tients in making decisions in the 
face of uncertainty is reflected, 
for example, in the American 
Cancer Society (ACS) guideline 
for prostate-cancer screening. The 
guideline reviews conflicting data 
from two large clinical trials, 
one of which showed that screen-
ing conferred a mortality benefit 
and the other of which did not. It 
also discusses the potential for 
overtreatment of prostate cancers 
diagnosed through screening that 
might otherwise never have been 
recognized during the patient’s 
lifetime.2 The guideline’s empha-
sis on involving men in deciding 
whether to initiate testing is 
echoed on the ACS website, which 
recommends that “men make an 
informed decision with a doctor 
about whether to be tested for 
prostate cancer” and “learn about 
what we know and don’t know 
about the risks and possible bene
fits” of testing. But these recom-
mendations contrast sharply with 
those the website offers for all 
other cancer screening, which 
simply identify the people who 


“should” be screened for other 
cancer types. Uncertain them-
selves about the best course of 
action, clinicians are likely to 
cede the prostate-cancer screen-
ing decision to the patient, rather 
than undertaking the difficult 
task of synthesizing all the avail-
able information in the context 
of what matters to that patient.


In reality, decisions that need 
to be made without clear infor-
mation about the likelihood of 


benefits and harms of various 
treatment options are the most 
difficult ones to make and re-
quire the greatest input from a 
clinician. Though there has been 
limited empirical study of the 
circumstances under which clini-
cians make strong treatment rec-
ommendations and those in 
which they leave decisions to pa-
tients, common sense suggests 
that they’re more likely to do the 
latter when they don’t have strong 
feelings about the best course of 
action. These, however, are the 
decisions for which patients, 
faced with complex considera
tions regarding uncertain bene-
fits and harms, may benefit most 
from a recommendation. The cli-
nician can use that recommenda-
tion to model for the patient how 
to think about the available infor-
mation, incorporating the areas 
of uncertainty. Ideally, the clini-
cian would also articulate the 


way in which the patient’s prefer-
ences influence the recommen-
dation and would offer that rec-
ommendation in a manner that 
allowed the patient to express a 
different opinion.


The flip side of the proclivity 
to let the patient decide when the 
clinician is unsure about what to 
do is the tendency to make a 
strong recommendation when one 
is sure. This tendency is reflected 
not only in the “shoulds” of the 


ACS cancer-screening guidelines, 
but also in the many guidelines 
that use specific thresholds of 
risk as appropriateness criteria 
for particular treatments. Exam-
ples include recommendations 
that decisions to use anticoagu-
lation in patients with nonvalvu-
lar atrial fibrillation be based on 
the CHA2DS2-VASc score and 
that decisions regarding primary 
prevention with a statin be based 
on the patient’s 10-year risk of 
cardiovascular disease.


Such guidelines are predicated 
on the concept that our prognos-
tications can identify subgroups 
of patients for whom the likeli-
hood of benefit from an inter-
vention exceeds the likelihood of 
harm. Though these guidelines 
may make reference to patient 
preferences and shared decision 
making, the use of precise risk 
thresholds conveys the strong 
message that, since we can know 


Common sense suggests that clinicians  
are more likely to leave decisions to patients  


when they don’t have strong feelings  
about the best course of action. These,  


however, are the decisions for which patients  
may benefit most from a recommendation.


The New England Journal of Medicine 
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with reasonable certainty what 
will happen to a patient, there is 
a single “correct” approach to 
treatment. Under these circum-
stances, it would seem to make 
sense for the clinician to recom-
mend a course of action without 
requiring an intensive process of 
shared decision making.


The problem is that the bene-
fit–risk assessments in these clin-
ical scenarios are based on cal-
culations that may not take into 
account all the patient’s concerns 
and values. In the case of nonval-
vular atrial fibrillation, for exam-
ple, anticoagulation with warfa-
rin or a new oral anticoagulant is 
recommended when the reduc-
tion in stroke risk exceeds the 
increase in bleeding risk. This 
calculation does not include con-
sideration of the inconvenience of 
warfarin treatment or of the pos-
sibility of using aspirin, which 


reduces stroke risk 
less than anticoag-
ulants do but car-


ries a lower risk of bleeding as 
compared with warfarin — both 
considerations that have been 
shown to influence patients’ 
treatment preferences.3


In the case of statins for pri-
mary prevention, the recommen-
dation is based on net absolute 
benefits exceeding net harms. But 
this calculation yields the “cor-


rect” answer only if individual 
patients assign the same values 
to the benefits and harms that 
the guideline authors do, and we 
know that patients place varying 
weight on both benefits and 
harms.4


Rather than reducing the need 
to involve the patient in decision 
making, I would argue that the 
availability of outcomes data 
makes the elicitation of patients’ 
preferences even more important 
— indeed, when such data are 
available, it may make sense for 
physicians to be the most cau-
tious about making a recommen-
dation. When they can be given 
clear information about their 
treatment options, many patients 
will be able to express their pri-
orities, and clinicians’ recommen-
dations can cause them to make 
choices contrary to what they 
would otherwise prefer.5


Thus, I believe that finding the 
sweet spot for shared decision 
making will require clinicians to 
work against their natural im-
pulses to tell the patient what to 
do when they’re certain of what’s 
best and to leave the patient to 
decide when they’re not. “I’m not 
sure what the right answer is, so 
why don’t you decide” can be re-
placed with “This is a really hard 
decision because we aren’t sure 
what will happen if you choose 


option x; let me show you how I 
think about this, and you can tell 
me whether it fits with what’s 
important to you.” And, equally 
important, “I’m recommending 
option x because it provides better 
outcomes than option y” can be-
come “Let me tell you about the 
pros and cons of options x and y 
so that you can decide which one 
matches your priorities.”


Disclosure forms provided by the author 
are available with the full text of this article 
at NEJM.org.


From the Clinical Epidemiology Research 
Center, VA Connecticut Healthcare System, 
West Haven, and the Department of Medi-
cine, Yale School of Medicine, New Haven 
— both in Connecticut.


1.	 McGuire AL, McCullough LB, Weller SC, 
Whitney SN. Missed expectations? Physi-
cians’ views of patients’ participation in 
medical decision-making. Med Care 2005;​
43:​466-70.
2.	 Wolf AMD, Wender RC, Etzioni RB, et al. 
American Cancer Society guideline for the 
early detection of prostate cancer: update 
2010. CA Cancer J Clin 2010;​60:​70-98.
3.	 Man-Son-Hing M, Gage BF, Montgomery 
AA, et al. Preference-based antithrombotic 
therapy in atrial fibrillation: implications for 
clinical decision making. Med Decis Making 
2005;​25:​548-59.
4.	 Fried TR, Tinetti ME, Towle V, O’Leary JR, 
Iannone L. Effects of benefits and harms on 
older persons’ willingness to take medica-
tion for primary cardiovascular prevention. 
Arch Intern Med 2011;​171:​923-8.
5.	 Gurmankin AD, Baron J, Hershey JC, Ubel 
PA. The role of physicians’ recommenda-
tions in medical treatment decisions. Med 
Decis Making 2002;​22:​262-71.


DOI: 10.1056/NEJMp1510020
Copyright © 2015 Massachusetts Medical Society.


shared decision making


Medical Taylorism
Pamela Hartzband, M.D., and Jerome Groopman, M.D.​


Related article, p. 109


Frederick Taylor, a son of Phila-
delphia aristocrats who lived 


at the turn of the last century, be-
came known as the “father of 
scientific management” — the 


original “efficiency expert.” He 
believed that the components of 
every job could and should be 
scientifically studied, measured, 
timed, and standardized to maxi-


mize efficiency and profit. Cen-
tral to Taylor’s system is the no-
tion that there is one best way to 
do every task and that it is the 
manager’s responsibility to ensure 


            An audio interview 
with Dr. Fried is  


available at NEJM.org 
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