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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 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. 

ANNOUNCEMENTS AND GROUND RULES

CME credits are available for listeners of this call. To receive CME credit for this course, you must attend 100% of the call, and complete the registration and evaluation process on the LMS website: https://www.lms.va.gov/plateau/user/login.jsp. To get a CME credit hour for participating in the conference call you must complete the registration and evaluation process within 30 days of the conference date. If you have any questions about this process or about the LMS website, please contact the Project Manager, Charles Johnston, at (205) 731-1812 X315 or by e-mail at charles.johnston3@va.gov.
Many of our regular listeners will notice that the frequency of our National Ethics Teleconferences has decreased. This is due to staffing shortages at the National Center for Ethics in Health Care. We hope that this will be temporary, but in the mean time the frequency of these calls will decrease to about one per quarter, or more as we are able, for the foreseeable future.

Ground Rules: 

· We ask hat when you talk, you please begin by telling us your name, location and title so that we continue to get to know each other better. 
· During the call, please try to minimize background noise and PLEASE do not put the call on hold.

· Due to the interactive nature of these calls, and the fact that at times we deal with sensitive issues, we think it is important to make two final points: 
· First, it is not the specific role of the National Center for Ethics in Health Care to report policy violations. However, please remember that there are many participants on the line. You are speaking in an open forum and ultimately you are responsible for your own words, and 
· Lastly, please remember that these Ethics Teleconference calls are not an appropriate place to discuss specific cases or confidential information. If, during the discussions we hear people providing such information we may interrupt and ask them to make their comments more general
PRESENTATION

The topic of today’s call is The Basics of Informed Consent: History, Ethics, and Law. Questions about decision making in the health care setting are often vexing, and are often the reasons that ethics consultations are requested. In fact, of the 1964 documented FY2010 ethics consults in the VA’s ECWeb system so far this year, 70% were categorized by the consultants as falling primarily into the domain of shared decision making! In many ways shared decision making is fundamental to health care ethics, and informed consent is fundamental to shared decision making. So, we thought it would be helpful to step back and provide some perspective on the origins of the doctrine of informed consent in ethics and law and to highlight some of the ways in which the ethical and legal bases of informed consent is reflected in VHA Handbook 1004.01: Informed Consent for Treatments and Procedures.  

Also, because of the breadth of this topic, we can only address informed consent for treatment or procedures today, not for research. 
My colleagues, Drs. Virginia Ashby Sharpe, Karen Rasmussen and David Alfandre from the National Center for Ethics’ Policy and Consultation Services are here today to talk to us. Ashby, Karen, David, welcome…  

Dr. Berkowitz:

Let me just get us started with what should be a familiar axiom here in VHA: Patients have a fundamental right to direct what happens to their bodies. In turn, health care professionals have an ethical obligation to involve patients in a process of shared decision making and to seek patients’ informed consent for treatments and procedures.  I’d like to ask our faculty to unpack that by helping us to understand where the patient’s right comes from, and how it shapes the health care provider’s obligation. Ashby can you get us started?

Dr. Sharpe:

Sure Ken. I think it’s helpful to understand that informed consent has three overlapping dimensions (Berg et al, 2001):

· First, it’s an ethical doctrine. 

· Second, it’s a set of legal rules and policies that prescribe the behaviors of health care providers.
· Third, it’s an interpersonal process that’s one part of shared decision making in medicine.
I think for many health care practitioners, informed consent is understood pretty straightforwardly as a legal requirement that needs to be met and documented in order to authorize a health care intervention. Often what goes with this perception is that the requirement is met by getting a patient’s signature on a consent form.

But informed consent is much more than a legal requirement or a matter of compliance, and it’s much more than a signature on a form. In terms of its history, informed consent is rooted in the Enlightenment principles of individual liberty and the right to self determination that are enshrined in the U.S. Constitution and Bill of Rights. 

These principles of individual liberty and the right to self determination are the basis for all three dimensions of informed consent that I mentioned before: They’re the basis for:
· First, the ethical doctrine that patient’s have the right to make an autonomous decision about the medical interventions that are performed on them. This is an alternative to what is known in the clinical ethics literature as the tradition of “paternalism” – which is the idea that the doctors know and will decide what’s best for you as a patient.

· Second, the legal doctrine is grounded in both the Constitutional principle of liberty and in the common law right of bodily integrity reflected in civil and criminal laws of assault and battery.

· Third, the right to self determination is an important ingredient in the interpersonal process of shared decision making -- of which informed consent is a part -- because it means that the patient should be respected as a partner in the decision making.
Dr. Berkowitz:
OK, thanks.  So to restate it, the patient’s right to direct what happens to their bodies is part of the American tradition of individual liberty; it is grounded in both Constitutional and common law, federal regulations, VA policy, and it is part of a non-paternalistic approach to shared decision making which is about making decisions WITH and not FOR patients.
Dr. Sharpe:

Right! 

Dr. Berkowitz:
As I already mentioned, this is more than just interesting theory. Dr. Rasmussen, can you jump in here to give some examples of a few common clinical challenges that frequently come up when we talk about patient autonomy and informed consent?

Dr. Rasmussen:
Sure Ken, 

· First, consider what happens if a patient’s autonomous choice is contrary to medically recommended treatment?  For example, a situation where a patient declines a treatment that could easily save her life, say the amputation of a gangrenous foot? How can practitioners respect the patient’s autonomous decision when they feel it compromises the medical care they are responsible for providing?

· Second, if patients have individual liberty and autonomy, so do clinicians. What is the limit of patient autonomy? Are practitioners required to do whatever the patient wants? For example, a situation where a patient is demanding antibiotics from a practitioner for a condition where antibiotics won’t work?
· Third, how can practitioners respect the patient’s autonomy when the patient lacks decision-making capacity? For example, how should decision making about artificial nutrition or hydration proceed for a patient with advanced dementia?
Dr. Berkowitz:

Yes, you’re absolutely right; those are common concerns that are raised about informed consent and patient autonomy.  Let’s see if we can address them as we go forward. Let me first have you and David talk about the elements of a valid informed consent.  David, can you start us off?

Dr. Alfandre:

Sure Ken. A valid informed consent is based on the following 5 elements (Faden and Beauchamp, 1986; Berg et al, 2001):

· Capacity

· Disclosure

· Comprehension

· Voluntariness, and 

· Communication of the decision.

Let me say a bit about capacity and then trade off with Dr. Rasmussen to cover the rest.


Capacity

In the context of informed consent, capacity means that the patient has capacity to make the specific treatment decision at the specific time. That is, the patient can understand what’s being recommended and why, can appreciate the recommended options based on his or her values, can reason about the consequences of various options, and can communicate his or her choice. 

In keeping with what Ashby said about informed consent having its roots in individual liberty and the right to self-determination, unless there is reason to doubt it, the presumption is always that the patient has decision making capacity.  Also, by the same reasoning, if a patient’s capacity is anticipated to be restored within a reasonable amount of time (e.g., temporary effects of general anesthesia) then the practitioner should defer the informed consent process until the patient is capable of participating.

In some cases, though, it will be obvious that the patient lacks capacity and won’t regain it within the timeframe needed to make a decision, for example, the patient is unconscious or has advanced dementia.  Also, there are a variety of reasons why a patient’s decision making capacity might legitimately be questioned: for example, if the patient, who is otherwise well known to the clinician, isn’t making sense, or if the patient is confused, groggy, or delirious. Importantly, the fact that a patient might disagree with a practitioner’s recommendation is never sufficient evidence alone to suspect or claim that the patient lacks decision making capacity. 

Dr. Berkowitz:

So what happens if the practitioner thinks the patient lacks capacity?

Dr. Alfandre:

The key to capacity assessment for the purposes of informed consent is that capacity is decision-specific and time-specific.   In other words, we’re not assessing the patient’s global capacity to live independently, do their taxes, drive a car, and do long division. We’re just assessing whether the patient can understand and make a decision about a particular medically recommended treatment or procedure.  A person is determined to have capacity to make a particular decision if they:

· understand and appreciate the information relevant to the decision 

· can use or weigh relevant information in making their decision, including information on benefits and risks of the recommended treatment options, and benefits and risks of no treatment

· can communicate their decision to others.
Dr. Berkowitz:

So who should actually do the capacity assessment?

Dr. Alfandre:

In general, the capacity assessment can be done by the practitioner obtaining informed consent.  But as our Informed Consent Policy (Handbook 1004.01) says: “…if the determination of lack of decision-making capacity is based on a diagnosis of mental illness, a psychiatrist or licensed psychologist must be consulted in order to ensure that the underlying cause of the lack of decision-making capacity is adequately addressed.” 
I also want to make one last point about decision-making capacity, which is that decision-making capacity is a clinical determination made by health care professionals; as distinguished from “incompetence” which is a legal determination made by a judge or a court of law. 
If a patient is determined clinically to lack decision making capacity, then the informed consent process is carried out on behalf of the patient with the patient’s surrogate.  In the case of a patient who has been declared incompetent by a court of law, a legal guardian or special guardian is appointed by a court of appropriate jurisdiction as the surrogate decision maker.  Otherwise, the surrogate may be the patient’s Health Care Agent (the person named by the patient in a Durable Power of Attorney for Health Care), the Next-of-kin, or a Close friend.
So, to get back to Dr. Rasmussen’s examples of common concerns, if a patient lacks decision making capacity, they lack autonomy. But that doesn’t mean that the patient’s perspective is somehow lost. In means that in those cases, the surrogate makes decisions on the patient’s behalf.  Also, again, even if a patient lacks autonomy now, they may have identified their wishes in a living will or other advance directive. In that case, they have exercised their autonomy prospectively so that if they lose capacity, there will be a valid statement of their wishes that can guide the surrogate and health care team.  

Dr. Berkowitz:

So, in other words, value so much liberty, autonomy, and self-determination that we have mechanisms, such as informed consent and advance directives to enable patients to play a role in decision making, including making statements about their preferences regarding future medical care in the event that they lose autonomy.

Dr. Sharpe:

Right, and it’s no coincidence then that an important mechanism of advance care planning was codified in law by something called the “Patient Self Determination Act.”
Dr. Berkowitz:

Karen, can you give us an overview of the disclosure element of informed consent?

Dr. Rasmussen:

Sure Ken. But I also wanted to follow on what David was saying about decision-making capacity to underscore that patients are vulnerable in lots of ways that might diminish their autonomy.  When patients are very sick, their whole world can change. They’re suddenly dependent on others for information and assistance. In the health care setting they have to expose their bodies and share personal information with strangers and can become afraid and uncertain.  All these factors can affect the way they usually process information and make it more difficult for them to make decisions.
Dr. Sharpe: 

That’s so true. Autonomy literally means “self law” (auto – nomos) and when we’re sick, we often lose control over our lives. In those cases, autonomy is really more of an ideal rather than a reality. 

That having been said, though, when someone becomes a patient, they don’t cease being a person or having all the rights that they would otherwise have. So even when – or especially when – someone is a patient, health care providers should treat them in ways that minimize their vulnerability and empower them in ways that are respectful of them as persons.  
The role of a professional isn't to take over someone's life and make decisions for them but to help them to regain and/or maintain control as a way of advancing their health care goals.  Actively participating in shared decision making through a real informed consent process is one way that health care practitioners show respect for the patient as a person. Assessing a patient’s decisional capacity let’s you include them or, when appropriate, their surrogate in care planning.
Dr. Rasmussen:

Yes and the disclosure element of informed consent is another way of respecting a patient’s right to self determination, and empowering them to make decisions about their care. 


Disclosure

The goal of the informed consent process is to ensure that patients have an opportunity to be empowered participants in decisions about their health care. The “informed” part of informed consent begins with the obligation of health care practitioners to disclose information to the patient (or surrogate) that is relevant to the decision that needs to be made. 

Although the law of informed consent began to develop in the early 1900s, it wasn’t until the 1950s, 60s, and 70s that the law spelled out the range of information that needs to be provided. The Salgo case in 1955 and the Natanson and Canterbury cases in 1960 and 1970 clarified that practitioners need to explain the patient’s condition and diagnosis; they must inform the patient (or authorized surrogate) about treatment options and alternatives, including the risks and benefits of each, providing the information that a “reasonable person” in similar circumstances would want to know in making the treatment decision. A key element of the process is that the practitioner explains why he or she believes recommended treatments or procedures will be more beneficial than alternatives in the context of the patient’s diagnosis. 

You’ll all be familiar with these requirements from Handbook 1004.01.

The Salgo case involved a 55 year old man with arteriosclerosis whose doctor advised him to undergo diagnostic aortography. He was anesthetized, his aorta was injected with radiographic contrast, and X-rays were taken of the abdominal aorta. The next morning Mr. Salgo discovered that his lower extremities were paralyzed. 
What was precedent setting about the Salgo case – the first legal decision to use the term “informed consent” -- was that the court found that the doctor had failed to explain the risks of the procedure, including possible paralysis. 
What was precedent-setting about the Natanson and Canterbury cases was that they established that the standard of disclosure should be what a person in similar circumstances would likely want to know, not, as was the practice, what the health care professional thought was relevant.  In Canterbury, a 19 year old man became paralyzed after surgical removal of a vertebra and a fall from his hospital bed. The court found that the doctor had not sufficiently informed the patient of the risks, stating “[r]isk is thus material when a reasonable person, in what the physician knows or should know to be the patient’s position, would be likely to attach significance to the risk or cluster of risks in deciding whether or not to forego the proposed therapy.” This is also known as the “reasonable person standard.”  

Dr. Berkowitz:

Thanks Karen, so what’s important about the informational part of informed consent is that the practitioner should provide information that a reasonable person in a similar circumstance would want to know and it should be inclusive of the benefits, risks, and alternatives, including the alternative of no treatment. 

Dr. Rasmussen:
Right. And again, these are the legal cases that provide the common law basis for informed consent as it is practiced today.


Comprehension
Less well-defined in law is the requirement that the patient must comprehend the information that the practitioner discloses in the informed consent process. From a common sense perspective, if a patient doesn’t understand the information that they’re given they really aren’t in a position to consent to or decline a recommended treatment. Likewise, from an ethical perspective, a person can’t exercise autonomy if they don’t understand what they are being asked to choose between.  

What’s important is that the practitioner recognizes each patient’s ability to understand the relevant information and employ the necessary range of skills to respectfully help the patient understand their clinical situation, the choices they have, and the potential consequences of the decision they make. To assess and augment understanding, practitioners can use a variety of strategies, including having the patient state in their own words what they understand; encouraging the patient to bring someone they trust to take be part in the conversation, take notes, write down and ask questions if time permits; encouraging the patient to go home and think about the decision and come back for a follow-up visit; supporting a patient’s request to obtain a second opinion; and certainly ensuring  a translator is present for patients who speak a language that the practitioner does not speak fluently. 

This takes time and is one of the reasons why informed consent is better understood as a multistep process rather than a singular event.

Dr. Berkowitz:

OK, now the “voluntariness” part of a valid informed consent. David, can you say a bit about that?

Voluntariness
Dr. Alfandre:
Yes, the key here is that patients not be coerced into making a decision – since force takes away the patient’s true choice which is obviously incompatible with respect for autonomy. Of course there is a lot of philosophical literature about free will and whether and how much anyone has – including how free a patient’s choice really is if they are faced with a dire illness and few options – but that’s not so much what we’re talking about.  What we’re really concerned about here is how the practitioner uses their power to influence the patient’s decision. 

All of us know that doctors can phrase their recommendation for a treatment in ways that are more or less persuasive and that there is a continuum from straight-forward recommendation to persuasion, to manipulation, to coercion.  The goal of shared decision making in general, and of voluntariness as an element of informed consent, is to ensure that the patient is enabled to make a decision that is best for them (or the surrogate is enabled to make a decision that is best for the patient) – even if it’s a decision that the practitioner wouldn’t make or recommend.

Dr. Rasmussen:
Right, and that gets us back to one of the common concerns that I mentioned earlier:

· What if a patient’s autonomous choice is contrary to medically recommended treatment?  Think back to the example I gave before, the situation where a patient declines a treatment that could easily save her life, say the amputation of a gangrenous foot? How can clinicians respect the patient’s autonomous decision when it compromises the medical care clinician’s are responsible for providing?

Dr. Sharpe:  
Yes, thanks for bringing us back to those issues. You’re right, practitioners are trained to provide medical care and so it sometimes may seem frustrating to them if a patient doesn’t want them to “do their job” or “let me help them”.  Medical ethics in general and the law and ethics of informed consent, in particular, requires a change of perspective from the patient as an object of medical care, to the patient as a partner in medical care.  

Here’s an analogy from one of the other traditional professions – education – that might help: a friend of mine who is a professor in a philosophy department was asked what she taught.  She didn’t say she taught philosophy, she said that she taught students!  Likewise, doctors and other health care practitioners aren’t treating diseases, they’re treating patients. 
To be patient-centered means among other things that the patient’s values need to be incorporated into the decision making process. So, doctors who might be frustrated by a patient’s refusal of recommended treatment need to remember that to be patient-centered means to recognize that patients are individuals who have individual needs. To practice patient-centered care means, among other things, to take seriously the patient’s values and preferences.  

Also, from a legal perspective, as Justice Benjamin Cardozo said in his opinion for the landmark 1914 Schloendorff case:  “Every human being of adult years and sound mind has a right to determine what shall be done with his own body; and a surgeon who performs an operation without his patient’s consent commits an assault, for which he is liable in damages.”  That opinion became a basis for the patient’s legal right to self-determination; a right that is also manifested in the bioethical principle of autonomy. Justice Cardozo’s famous statement codified in law the ethical principle of respect for persons – when they happen to be patients. 
Dr. Berkowitz:

Thanks Ashby, now, back to another example that Karen mentioned earlier: If patient’s have individual liberty and autonomy, so do practitioners. What is the limit of patient autonomy and are practitioners required to do whatever the patient wants? 

Dr. Sharpe:
No, they aren’t and the VHA policy on Informed Consent for Clinical Treatments and Procedures is clear on this: In VHA, patients have the right to accept or refuse any medical treatment or procedure that is recommended to them. However, practitioners are not obligated to recommend treatments that in their clinical judgment will have no effect or be disproportionately harmful. 
The aim of shared decision making is for the practitioner to contribute knowledge of the patient’s medical condition and prognosis, and the patient (or surrogate) to bring knowledge of the patient’s values, preferences, and life plans so that together they can mutually establish the goals of care and a treatment plan.  Of course in cases of conflict further discussions or strategies, or sometimes an ethics consultation, may be needed to try to work through differences between practitioners or the practitioners and the patient/surrogate/family. 
Dr. Berkowitz:

OK, let me just remind folks of where we are. We’ve talked about four of the five elements of informed consent: capacity, disclosure, comprehension, and voluntariness. Now, back to David for a look at the fifth element, that is the consent itself – the patient’s ability to communicate a choice. 
Dr. Alfandre:

So, for the actual consent, what is meant is that the patient can acknowledge orally or in writing that they understand and agree to the treatment or procedure.  Of course, patients or surrogates can decline rather than consent to a treatment.  And, with a few specific exceptions, including emergencies, it is the patient’s (or surrogate’s) consent that authorizes a practitioner to proceed with a medically recommended treatment or procedure. As folks know from the Informed Consent Handbook, sometimes the consent must be documented with the patient’s signature, sometimes oral consent is sufficient.

The key here is that patients who may have a difficult time communicating their decision, for example, they can no longer use their hands to write, or cannot use their voice, should be appropriately assisted to ensure that their decision is understood by their caregivers.

One of the unintended consequences of the consent requirement is that busy health care providers are tempted to reduce the informed consent process to the single simplified act of obtaining a patient’s signature on a consent form. But, as we’ve said, the final statement of the patient’s decision (i.e., the consent or refusal), is only one element in a much more comprehensive informed consent process.
Dr. Sharpe:

Yes, that’s right. I think another problematic practice is the attempt by health care practitioners to use “blanket consent forms;” these are “catch-all” documents intended to cover any and all eventuality that might arise during a given episode of care.  
These forms are ethically problematic because they ask the patient to agree to care that may never be needed without providing relevant information in real-time for the patient to use in making an informed decision. 
Frequently these forms might contain vague language like, quote, “any treatment your doctors think is necessary,” or quote “routine procedures as needed,” or quote “the use of blood products if needed for any reason during your hospitalization.”  We have also seen “blanket consent” used on admission to ICUs, where patients (or surrogates) are asked to provide a blanket consent for common critical care interventions, quote, “if needed.”  
Such practices fail to meet the requirement that consent be specific to the recommended treatment or treatment plan. To be decision-specific, informed consent should be sought for individual procedures that are part of a plan of care, and are clinically indicated, or are recommended for that individual patient at the time consent is being obtained.  Catch all or “blanket consent” isn’t decision-specific and so it’s not patient-centered, and not an ethically sound practice.
Dr. Berkowitz:

So, to recap, informed consent is always specific to the individual patient, the clinical situation, and the recommended plan of care or recommended treatment(s) or procedure(s). Decision-making capacity is decision-specific rather than global. Informed consent should be understood as a process that is patient-centered, rather than simply as a singular event that meets the practitioner’s legal requirement to obtain permission to proceed with a treatment.

Let’s look at one more example of a “common concern.”.  If patient autonomy is so important that it’s the basis of the ethics and law of informed consent and a fundamental element of health care ethics, what do we do about patients who don’t want to shoulder the burden of autonomous decision making? Do we force them to be the decision maker?  Karen, do you want to help us think through that?
Dr. Rasmussen:
Sure Ken. The issue here is whether a patient who is autonomous can decide that they don’t want to participate in the decision making process, or essentially choose to opt out of shared decision making.  If decision making is supposed to be shared and a patient with capacity is supposed to play an active role in the process of informed consent for which practitioners are legally liable, can they waive their autonomy?

Dr. Sharpe: 

There are people who have argued that autonomy should be mandatory because they think that patients shouldn’t shirk their difficult responsibilities -- but this is a pretty uncommon view. For many cultures decision making is more communal rather than individual. Similarly, some cultures view receiving bad news as inherently harmful. Ethically-speaking, forcing a patient to participate in decision making, for example, compelling a patient to receive information that they don’t want may be inconsistent with respect for their self-determination or inconsistent with respect for their other cultural beliefs.  (Carrese and Rhodes, 1995; Gostin, 1995)
It’s also not practical to try to force a patient to participate in decision making. Trying to coerce participation could easily be counterproductive, undermining the trust relationship between practitioner and patient. Fortunately, this doesn’t come up too often, and if it does it might be another good time to consider requesting an ethics consultation! 
MODERATED DISCUSSION 
Dr. Berkowitz:

We saved time for you – our listeners – to continue the discussion. So now is your chance to ask questions about informed consent. Please begin by stating your name and where you are from… What is on your mind?
Ware Kushner, Palo Alto:  Informed Consent with respect to research, one of the criticisms is that it can be a very lengthy process in terms of the documents.  With the boiler plate language that the VA requires, the document can be incredibly lengthy in research.  Do you have any thoughts about this lengthening increase?
Dr. Berkowitz:  We hear from people that things have gotten too burdensome and I ask Dr. Sharpe and Dr. Rasmussen to weigh in on “how do we balance the need for good disclosure and assurance of comprehension without making things too burdensome and impractical for the patient?”

Dr. Rasmussen:  I think you bring up a valid point, when we’re talking about the disclosure of information that the patient needs to know in order to make a sound decision about their healthcare; there really is a lot of information that needs to be conveyed to them.  One of the points in the Informed Consent policy is the idea that it needs to be a process.  We encourage that people talk to patients over a period of time; convey and reinforcing the information the patient needs to know and answering the questions the patient might have so they can make informed decisions.  The content of the form is very rigidly mandated and frequently the patient is given the consent form in one sitting that may take several hours.  I think it’s important to think about what the real process needs to be for patients making informed decisions and that being patient-centered means both giving patients the kind of information they need plus the time they need to think about the decision they’re making.
Dr. Sharpe:  I think it’s so ironic we have to talk about patient informed consent because as we’ve laid out in the call basically is that informed consent is based on the idea of respect for patients as persons and their individual autonomy and right to be self-determining.  I think it’s one of the paradoxes of informed consent as a legal requirement that prescribes the behavior of healthcare professionals and researchers that informed consent is a tool for compliance and in order for people to protect themselves as they conduct important research and clinical work; they need to make sure they have met these obligations.  There needs to be a balance obviously between the very legalistic language that intended to protect the providers and the language that needs to be more explanatory and sensible to patients and research subjects.

FROM THE FIELD

Now is the portion of the call that you can either continue today’s discussion, or ask questions about ethics-related topics other than the main focus of today’s call.
CONCLUSION

I’d like to take the last minute of the call to thank everyone who worked hard on the development, planning, and implementation of the call.  It is not a trivial task and I appreciate everyone’s efforts, including the members of the Ethics Center, EES and VANTS staff that support these calls; and in particular for this call, Drs. Sharpe, Rasmussen and Alfandre.
Note that our web site vaww.ethics.va.gov contains all of the summaries of prior National Ethics Teleconferences. If you are on our email mailing list you will receive details about the posting of the summary of this call, any references we described, and announcements for upcoming National Ethics Teleconferences.  Let us know if you or someone you know doesn’t receive our e-mails and you want to be put on our list.  Please also let us know if you have suggestions about topics for future calls or any questions and again, our e-mail address is vhaethics@va.gov.
The date for the next NET call has not yet been determined Stay tuned to your Outlook e-mail and our Web site for further details of the call when the time gets closer. Thank you everyone, and have a great day! 

REFERENCES
Berg, Jessica W., Paul Appelbaum, Charles W. Lidz, Lisa J. Parker. Informed Consent: Legal Theory and Clinical Practice. Oxford; New York: Oxford University Press, 2001.

Carrese, Joseph A., Rhodes, Lorna A.  Western Bioethics on the Navajo Reservation. JAMA 1995; 274(10).
Faden, Ruth R., Tom L. Beauchamp. A History and Theory of Informed Consent. New York: Oxford University Press, 1986.


Salgo v. Leland Stanford Jr. University Board of Trustees: 125-127 


Natanson v. Kline: 129-133


Canterbury v. Spence: 133-137


Schloendorff v. Society of New York Hospitals: 123-127. 

Gostin, Lawrence O. Informed Consent, Cultural Sensitivity, and Respect for Persons. JAMA 1995; 27410:844-5.
Patient Self-Determination Act [1990], Pub L 101-508 [Sections] 4206, 4751 (OBRA), 42 USC 1395 cc (a) et seq (1990).

VHA Handbook 1004.01, Informed Consent for Clinical Treatments & Procedures. http://vaww.ethics.va.gov/activities/policy.asp
Additional research articles on informed consent:

Doyal, L. Informed consent: moral necessity or illusion? Quality and Safety in Health Care 2001; 10; 29-33. http://qshc.bmj.com/content/10/suppl_1/i29.full
Wirshing, Donna A., Wirshing, William C., Marder, Stephen R., Liberman, Robert P., Mintz, Jim. Informed Consent: Assessment of Comprehension. American Journal of Psychiatry 1998; 155; 1508-1511.
http://ajp.psychiatryonline.org/cgi/content/full/155/11/1508
3

