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DESCRIPTION

Informed consent is believed to be a core principle of medicine. It is often not achievable in the emergency
department setting due to patient stress, complex medical decisions, and time limitations. Clinical
practitioners need to be aware of these barriers and ways to deliver the best care possible despite such
situations.

OBJECTIVES

What is informed consent?
What are some barriers to informed consent?

Ways to help patients work through medical decisions and make the decision that aligns best with
their goals.

Definition of informed consent.
Discuss barriers to consent.
Staying away from paternalistic/maternalistic medicine.

Discuss ways to deal with barriers to consent.
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Informed Consent in ED

Mark McNaughton


Presenter
Presentation Notes
Talking Notes:

In the world of medicine, informed consent is a must.  We have a legal and moral obligation. But as an emergency room doctor, dealing with time sensitive situations and multiple barriers to Consent, I am here to show you That informed consent can kill. 

For every patient in the ED we as providers try to do what is in the best interest in the patient.  For more invasive procedures and tests where there is risk involved Law and ethics mandate we have a discussion with patients to help make a reasonable individual make an informed decision. Discuss possible treatment options. Complications of the procedure. During which time, your patient is getting sicker.  In the emergency department, waiting for and getting full informed consent can kill. 




Presenter
Presentation Notes
I want you to imagine a scenario

24 y.o. female with comes in with syncope brought by ambulance 9am. This is a picture of her at home (when her heat is turned off I guess).   Patient agrees to basic workup. Hcg, maybe some labs, ecg.  Sounds more vasovagal but on the Ecg you see short PR, wide qrs. Delta wave. You studied this. You have seen enough mattu lectures to know this is WPW and patient will need hospitalized.  You walk in
 the room to discuss your findings! Medicine isn’t so hard. You ask the patient to stay and

Photo on <a href="https://foter.com/re5/82da5f">Foter.com</a>
Photo on Foter.com
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No

What you don’t know about her is she has a severe drinking habit she hasn’t had or morning eye opener! You don’t even need to ask the cut back, guilty questions.  


Vodka
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No

What you don’t know about her is she has a severe drinking habit she hasn’t had or morning eye opener! You don’t even need to ask the cut back, guilty questions.

What doesn’t she understand. You are trying to save her life!

Leaving against medical advice is one of the forms of informed consent.  

You talk to her for 45 minutes. Says she doesn’t trust doctors.  She wants her drink.  She says she understands there is something wrong with her heart.  She says she understands if she doesn’t stay she might die.  You go over risks and benefits. She repeats them back.  You go back to your computer. Document for 30 minutes about the conversations. She leaves continues to try to leave AMA. 

Does she fully understand her decision.  Is the addiction of alcohol overpowering her decision? Is she emotional? I mean she just got a diagnosis that her heart is problematic and may kill her? You check the chart and she was seen here 1 week ago for psychosis. Does that matter? Even though you discussed and documented? 

This is one small example. Even if you feel you know what is right in this situation I don’t believe there is a doctor out there who hasn’t been at odds with a patient or have difficulty making sure the patient understands and has capacity. By people who believe they know better because they searched on their phone


Informed consent

In seeking a patient’s informed consent (or the consent of the patient’s surrogate if the loatient lacks
decision-making capacity or declines to participate in making decisions), physicians should:

(a) Assess the patient’s ability to understand relevant medical information and the implications of
treatment alternatives and to make an independent, voluntary decision.

$b) Present relevant information accurately and sensitively, in keeping with the patient’s preferences
or receiving medical information. The physician should include information about:

The diagnosis (when known)
The nature and purpose of recommended interventions
The burdens, risks, and expected benefits of all options, including forgoing treatment

(c) Document the informed consent conversation and the patient’s (or surrogate’s) decision in the
medical record in some manner. When the patient/surrogate has provided specific written consent, the
consent form should be included in the record.


Presenter
Presentation Notes
From Tintinalli: Informed consent is the legal standard under which providers educate patients (those who have the capacity to make medical decisions or their surrogates) about proposed treatments and alternatives

Informed consent is very important both legally and ethically. 

Legally its mandated and you can be prosecuted. Ethically we should never force an act onto someone who does not desire it. It goes against the concept of autonomy 

From The American Medical society website here is their definition-

Now regarding all the ins and outs in every scenario, applications of this definition is difficult and tiring. Fights regarding informed consent happen every day in front of a judge. But it my belief that overall in the emergency department the time it takes to assess and get true informed consent is dangerous and it is rarer to get than you may think.  

Here is what it is in Black and white. And here is what it really means (hold up gray sheets)



Some references: will modify- https://www.ama-assn.org/delivering-care/ethics/informed-consent



Informed consent

In seeking a patient’s informed consent (or the consent of the patient’s surrogate if the loatient lacks
decision-making capacity or declines to participate in making decisions), physicians should:

(a) Assess the patient’s ability to understand relevant medical information and the implications of
treatment alternatives and to make an independent, voluntary decision.

$b) Present relevant information accurately and sensitively, in keeping with the patient’s preferences
or receiving medical information. The physician should include information about:

The diagnosis (when known)
The nature and purpose of recommended interventions
The burdens, risks, and expected benefits of all options, including forgoing treatment
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From Tintinalli: Informed consent is the legal standard under which providers educate patients (those who have the capacity to make medical decisions or their surrogates) about proposed treatments and alternatives

Informed consent is very important both legally and ethically. 

Legally its mandated and you can be prosecuted. Ethically we should never force an act onto someone who does not desire it. It goes against the concept of autonomy 

From The American Medical society website here is their definition-

Now regarding all the ins and outs in every scenario, applications of this definition is difficult and tiring. Fights regarding informed consent happen every day in front of a judge. But it my belief that overall in the emergency department the time it takes to assess and get true informed consent is dangerous and it is rarer to get than you may think.  



Some references: will modify- https://www.ama-assn.org/delivering-care/ethics/informed-consent



(a) Assess the patient’s ability to understand relevant medical information and the implications
of treatment alternatives and to make an independent, voluntary decision.

2 That day Sara chose a particularly mucky route adjacent to Willow Creek. Early spring
mud squished beneath her boots like clay and splattered brown specks on her jeans.
Through the woods close to Willow Creek, Sara heard the creek splashing down the falls.
Pale green buds announced the late-arriving spring.
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You as the physician need to assess the patients ability to understand relevant medical information and the implications of treatment and to make an independent voluntary decision.  

We do not know these patients. People come from all walks of life that we have never seen before. We are not PCPs (for some we are) but overall we do not know this individuals. Where they come from. Their education level. Exaggerrated fears. Their previous enounters with the medical system, their trust or distrust.  

This is why finding if a patient has capacity is difficult in the emergency department. 

https://www.wyliecomm.com/2019/03/us-literacy-rate/

https://en.wikipedia.org/wiki/Literacy_in_the_United_States#Defining_literacy

“Most of them can sign forms, compare ticket prices for two events and look up shows in a TV guide. Most cannot find places on a map, calculate the cost of office supplies from a catalog and compare viewpoints in two editorials.”

14% have below-basic literacy levels.

This sentence is taken from 7th grade reading virginia department of education circa 2010.  it’s a story about two girls in school.  At the end there is some reading comprehension questions.  Regarding this paragraph they ask what does the word adjacent mean? 
http://iq.whro.org/2010vasol/7rdg/7rdg10.htm





(a) Assess the patient’s ability to understand relevant medical information and the
implications of treatment alternatives and to make an independent,
voluntary decision.

B PATHOPHYSIOLOGY

The pathophysiology of anxiety disorder 1s multifactorial. Certain neu-
rotransmitters, such as y-aminobutyric acid, norepinephrine, and
serotonin, may play a role, as evidenced by the utility of SSRIs and ben-
zodiazepines to treat anxiety disorder. Areas of the brain that are
involved in processing anxiety, such as the limbic system, and specifi-
cally the amygdala, have been implicated. There appears to be a genetic
role, especially in panic disorder,® although it does not seem to be as
strong a predictor as in other psychological illnesses. Exposure to stress-
ful events, especially in childhood, 1s a risk factor for development of
anxiety disorder.’® A specific stressful event precedes the development of
posttraumatic stress disorder.
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I just chose a random paragraph form Tintinallis. We are asking our patients to understand things on a level near this.  Sometimes when you translate medical information from a level of this, to a level of 7th grade you lose some of the necessary information to make a FULLY informed decision.  Even if you do successfully take difficulty medical jargon and make it to a 7th grade level or lower to a level where a patients comprehension can understand. There are much more factors, especially in the ED which make a decision difficult. 

Emotion/fear/distrust create an optimally awful environment for understand.  Picture you are taking this test.  You are on this question.  But right before you go in with your number 2 pencil and mark your answer.  I come in the room show you on a computer screen that you have masses in your lungs, bone, and brain.  We are not 100% sure, but we are worried that this may be cancer.  Now go back and tell me what the word adjacent means.  

We have seen those in the ED diagnosed with masses hedged by radiology, suspicious for “malignancy”. Then we tell them the diagnosis. They have a large pleural effusion that requires drainage by thoracentesis. They appear to be in respiratory distress. Are they in the right headspace to make a decision whether or not to get this drained. Maybe the shock of the news shuts them down. And they want to go home without treatment. 

The difference in basic literacy level of 7th grade and the degree of our education which is 12 years above this, will not be made up typically in such a short period of time.  

I wish I had more time to talk to patients about their condition. 

The general thought is, but not always true, if the patient knew what I know about their condition they would organically choose the best medical course of action. We have seen people leave ama and come back worse, or even worse, never come back at all. 
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Patients, given time, and education, overall agree with us, that accepting the recommended treatment was better for them.  

“The most dangerous thing for a man is not what he doesn’t know, but what he thinks he knows that isn’t so”.

Maam you may have had a TIA.  It is recommended you stay in the hospital so we can decrease your risk of this turning into a life threatening stroke.  “No I want to leave”. You may lose strength, vision etc. “I don’t care I have to feed my pupperz”.  Goes home. Has a stroke. Cant move upper extremity and sues.  

Even in the absence of negligence, adverse medical consequences occur and often lead to medical malpractice suits. The likelihood of legal action is increased by intense emotion,7 anger,8,9 fear,9 and psychosis.10,11

https://www.mdedge.com/familymedicine/article/60765/does-identifying-discharge-against-medical-advice-confer-legal

Patients who leave against medical advice are up to 10x more likely to sue the emergency physician when compared to other ED patients. Some estimate that 1 in 300 AMA cases results in a lawsuit compared to 1 in 30,000 standard ED visits [3]. The argument of theses individuals is most likely, “if he would have told me it would be like this, I never would have left.”

https://www.aliem.com/proper-way-to-go-against-medical-advice/


Informed consent


Presenter
Presentation Notes
Informed consent is difficult to obtain in patients who don’t want to listen to you. Or even if patients believe they are well informed which create even more obstacles.

Even when patients believed they are informed even on a situation.

“ I read on Wikipedia that my symptoms are prolly cancer”

“My sister is a nursing assistant and she says I don’t need to get an ECG.”  


Informed consent

In seeking a patient’s informed consent (or the consent of the patient’s surrogate if the
patient lacks decision-making capacity or declines to participate in making decisions),
physicians should:

(a) Assess the patient’s ability to understand relevant medical information and the
implications of treatment alternatives and to make an independent, voluntary decision.

(b) Present relevant information accurately and sensitively, in keeping with the patient’s
preferences for receiving medical information. The physician should include information about:

The diagnosis (when known)
The nature and purpose of recommended interventions
The burdens, risks, and expected benefits of all options, including forgoing treatment
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Lets go to the next part of informed consent

Presenting the information relevatily and accurately.

What all needs to be disclosed. Well by law—




https://journalofethics.ama-assn.org/article/informed-consent-what-must-physician-disclose-patient/2012-07


Full disclosure for procedure involves

. condition being treated

. Nature and character of proposed treatment/procedure
. Anticipated results

. recognized possible alternative forms

. serious risks/complications

. anticipated benefits

. alternative forms of treatment

. risks of non treatment

O 00 N O U B W N -

. personal or economic interests that influence judgment
10. all diagnostic tests that may rule out a possible condition

11. information reasonable person in the patients position may find important first time?
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In Canterbury, a young man was advised by his physician to undergo a laminectomy in an effort to alleviate back pain. The physician, aware that 1 percent of laminectomies resulted in paralysis, did not advise the patient of the risk because he believed this might cause the patient to reject the useful treatment. Following the procedure, the patient fell from his hospital bed and was paralyzed. It remained uncertain whether the laminectomy procedure or the patient’s fall caused the paralysis.
The patient sued, alleging that the physician failed to inform him of the risks associated with the procedure. The court held that “the standard measuring [physician] performance…is conduct which is reasonable under the circumstances” [3]. In other words, the court held that, instead of adhering to the community disclosure standard, physicians are now required to disclose information if it is reasonable to do so. Essentially, to establish true informed consent, a physician is now required to disclose all risks that might affect a patient’s treatment decisions.
In Canterbury, the decision outlined key pieces of information that a physician must disclose:
(1) condition being treated; (2) nature and character of the proposed treatment or surgical procedure; (3) anticipated results; (4) recognized possible alternative forms of treatment; and (5) recognized serious possible risks, complications, and anticipated benefits involved in the treatment or surgical procedure, as well as the recognized possible alternative forms of treatment, including non-treatment [4, 5].
In two informed consent cases following Canterbury, physicians have also been required to disclose (1) personal or economic interests that may influence their judgment (Gates v. Jenson) [6] and (2) all diagnostic tests that may rule out a possible condition (Jandre v. Physicians Insurance Co of Wisconsin) [7]. In Arato v. Avedon, however, physicians were not required to disclose particular statistical life expectancy rates to a patient suffering from pancreatic cancer, mainly on the grounds that statistics do not usefully relate to an individual’s future [8].
The decision in Nixdorf v. Hicken stipulated that physicians must also disclose information that a reasonable person in the patient’s position would find important [9]. In this case, a doctor left a surgical needle in his patient and was held to have a duty to disclose any information pertinent to the patient’s treatment, including the patient’s physical condition following treatment [9].
Similarly, a physician must also explain any benefits or risks that may be significant to the particular patient. For example, any risk of injury to a patient’s hand is especially important to a concert violinist or professional baseball pitcher. In the briefest terms, a physician is required to provide general information about a proposed diagnosis or treatment and more personalized information about how the treatment might reasonably affect the particular patient.
Truly informed consent may also require disclosure of potential risks associated with not seeking treatment. In the California case Truman v. Thomas, in which a woman had refused a pap smear, the court held that a physician had a duty to disclose to her the possibility that precancerous cells might develop, uncaught, into cervical cancer if she declined to undergo the procedure [10].
Exceptions
While a physician is required to disclose all reasonable information, he or she is not required to disclose a risk that is not inherent in proper performance of the procedure—a risk, in other words, that would result only from the procedure’s being performed incorrectly [11, 12].
The courts have noted two additional exceptions to the requirement that physicians elicit and document informed consent. The first applies when both (1) the patient is unconscious or otherwise incapable of consenting and (2) the benefit of treating the patient outweighs any potential harm of the treatment. Under these circumstances, the physician is not required to obtain informed consent before treating, but must do so as soon as it is medically possible [13, 14].
The second exception applies when disclosing medical information would pose a threat to the patient. If, for example, a patient has become so emotionally distraught that he or she would become incapable of making a rational decision, courts generally do not require disclosure [15]. If disclosure is likely to cause psychological harm to the patient, a physician does not have a duty to disclose [16]. However, a physician cannot use the exception to withhold information merely because he or she thinks the information may cause the patient to refuse a specific treatment. In other words, a physician must disclose information that a reasonable person would want to have for decision making, even though that information may cause the patient to refuse treatment that the physician believes is in the patient's best interest [17].
In most states, physicians are not required to disclose specific information about themselves [18]. In Johnson v. Kokemoor, however, the court held that a physician may have a legal duty to disclose his or her level of experience with a given technique when a reasonable person would expect to be told this information. The case arose after a patient suffered complications from an aneurysm clip procedure performed by a physician whose lack of experience she was unaware of. The experience of the physician was viewed as a piece of information that was material to an informed decision about the procedure [19].
Given that requirements for informed consent are relatively vague and undefined and the exceptions are few, it is in the physician’s best interest to inform patients thoroughly about proposed treatment options, ascertain that they understand their choices, and secure their consent. Doing so will help provide quality patient care and avoid exposure to legal action.

https://journalofethics.ama-assn.org/article/informed-consent-what-must-physician-disclose-patient/2012-07

It is great that we have a conversation with individuals regarding a procedure, risks ect.  They deserve to make an informed decision. But what is the downside?
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Time

It is inescapable in the emergency department that we are crunched for time. The more time we spend discussing is the less time people in the waiting room are being treated. Less time the individual themselves are being treated.  

Balance between informing and acting. 

Sepsis abx in 1 hour, time to first Lasix, door to doc time.  There is evidence, and it makes sense that the longer it takes to treat conditions, the worse outcomes may be. 

Even after discussing all the risks, benefits, extra diagnostic procedure ect.  You may not be any further regarding the patients comprehension or further in making a decision.  

The different options, risks. May be overwhelming and anxiety inducing themselves, leading the individual to choose a significantly more dangerous decision to refuse treatment based on fear.  We have all seen the commercials


First do no harm


Presenter
Presentation Notes
We are continually at odds between autonomy our Hippocratic oath. First do no harm
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Discussing all possible treatment side effects is daunting and scary, and I would argue that most reasonable people who listen to and hear all side effects of most medications would not take them. That is why they say them so fast and quiet and the end of commercials while they play distracting images. 

Here are some side effects of one highly advertised medication

Humira Side Effects
If you have any of these serious side effects of Humira, stop taking it and call your doctor right away:
Numbness or tingling
Vision problems
Weakness in your legs
Chest pain
Shortness of breath
New joint pain
Hives
Itching
Swelling of the face, feet, ankles, or lower legs
Rash on your cheeks or arms that gets worse in the sun
Trouble breathing or swallowing
Fever, sore throat, chills, and other signs of infection
Unusual bruising or bleeding
Pale skin
Dizziness
Red, scaly patches or raised, pus-filled bumps
Injection site reactions are common while taking Humira.
Symptoms of these reactions, which typically clear up within a few days, may include:
Redness
Swelling
Itching
Bruising
Other common side effects of Humira include:
Upper respiratory infections (including sinus infections)
Headaches
Rash
Nausea
Back pain

You turn to your patient and say what do ya think? 

I just hope my patient is a gambler and willing to roll the dice
https://www.humira.com/?cid=ppc_ppd_ggl_franchise_brand_2015_humira_Phrase_64Z1948409&gclid=Cj0KCQiA04XxBRD5ARIsAGFygj9CmTI6XiFCn700WEdWnNx8gFiNwZ2Nd2rzEmAuRBDP_xV-_xcwaS8aAgN7EALw_wcB



Paternalism/maternalism

Why its bad. What we need to avoid
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I don’t want to make it seem that im saying that we know what is best for every patient.  Our treatments must align with their goals.  But I contend that any reasonable person, would want the best medical care. And that is why they are sitting in their ED in the hospital gown.  

https://journalofethics.ama-assn.org/article/limits-informed-consent-overwhelmed-patient-clinicians-role-protecting-patients-and-preventing/2016-09
Highest medical decisions require the highest level of understanding

I don’t want to get into the topic too much.  But 
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Photo by <a href="https://foter.co/a3/a7f329">Curtis Gregory Perry</a> on <a href="https://foter.com/re5/82da5f">Foter.com</a> / <a href="http://creativecommons.org/licenses/by-nc-sa/2.0/">CC BY-NC-SA</a>

Photo by Curtis Gregory Perry on Foter.com / CC BY-NC-SA

So where do we go from here?

First know when you need to get consent and when not. Some situations are obvious like an unconscious patient. But as we all know other situations are grey.  Patients with psychosis still can sometimes make informed medical decisions. Just because someone is uninformed in one area does not mean they are completely without decision making capacity.  Informed consent is relative.  

“avoidance of harm”

Be aware of when patients are overwhelmed from intellectual standpoint or emotional.   And realize in some situation you will not b e able to obtained informed consent.






Overwhelmed from emotional
standpoint
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Give the brief time you can spare for patients to process the situation they are in.  

Ask for help in decisions from surrogates, spouses, family. 

Shared decision making. The clinician actively involves the patient and elicits patient values [11]. The goal of SDM is often stated as helping patients arrive at informed decisions that respect what matters most to them [11].

https://journalofethics.ama-assn.org/article/limits-informed-consent-overwhelmed-patient-clinicians-role-protecting-patients-and-preventing/2016-09




Informational overload
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Discuss how to give information.  Communications skills

We recommend that all clinicians undergo communications training aimed at developing skills related to facilitating understanding, communicating information, and providing support to patients. Such types of training for clinicians have been shown to improve patient satisfaction, improve physician empathy, facilitate the formation of meaningful patient-clinician relationships, and decrease clinician burnout [28, 29]. Indeed, these outcomes show the importance of communications training in equipping clinicians with skills necessary to support patient decision making and prevent or respond to informational overload or emotional overwhelm. We recommend that communications training be included in clinical education programs across the board and be reinforced when clinicians are in practice. Since clinicians’ ability to communicate may impinge on a patient’s capacity to make a decision, clinicians’ communication skills should be optimal.

https://journalofethics.ama-assn.org/article/limits-informed-consent-overwhelmed-patient-clinicians-role-protecting-patients-and-preventing/2016-09



Ways to phrase things in talking to patients

Will fill in a couple of standard communication skills here.
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Brief 
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In the world of medicine, informed consent is a must.  We have a legal and moral obligation. But as an emergency room doctor, dealing with time sensitive situations and multiple barriers to Consent, I am here to tell you That with the right tools and communication informed consent can save lives.

And I know you are wondering what happened to our patient sarah well. After talking to her and her family using patience, good communication skills she agreed to hospitalization and she got an ablation.  Also she got her heat fixed. 
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Great article: https://journalofethics.ama-assn.org/article/informed-consent-what-must-physician-disclose-patient/2012-07
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